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研究要旨 

医療法等の一部を改正する法律（平成 29 年法律第 57 号）が改正・公布され、医療機関及び衛生検査所

等の受託者が行う検体検査の精度管理のあり方、諸外国と同様の水準を満たすための遺伝子関連・染色体検査の

品質・精度のあり方、医療技術の進歩に合わせた検体検査の分類等についての関連政省令が公布され、平成 30

年 12 月に改正法が施行された※１,2。しかしながら、平成 31 年（2019 年）にがんゲノムプロファイリング検査

（CGP 検査）の保険診療に基づく検査が開始されてから遺伝子検査を取り巻く技術や提供体制の複雑性は急速

に変化し、国際的な第三者認定及び外部精度管理調査の実施体制の整備等の課題が残されたまま遺伝子検査の

新たな品質保証の仕組みが喫緊の課題となって来た。 

令和三年度厚生労働行政推進調査事業費補助金（地域医療基盤開発推進研究事業）分担研究においては

遺伝子関連検査の外部精度管理提供と第三者検査施設評価認定受審の実質的な運用を可能とする社会実装モ

デルの設計に関する検討を行った。社会実装モデルの核となる特定非営利法人の新設と学術団体・検査試薬・機器

メーカーを含むコンソーシアムモデル構築を提言し、その外部精度管理社会実装コストは年間約 20 億円と見積もり、

設立初期の公的財源の適正な配分と共に、一定期間後には受益者負担による自走可能な状況を作る事提言され

た。それらの実施においては、先行する米国の遺伝子関連検査外部精度管理提供体制を参考にすることも必要とさ

れ、令和 4 年度の研究計画としては米国 CLIA 法の章立て構造と品質基準の調査について CMS(Centers for 

Medicare & Medicaid Services)が掲載する Federal Regulations (eCFR)42CFR PART 493 - 

LABORATORY REQUIREMENTS を元に分析し、米国の遺伝子・染色体検査の外部精度管理、第三者評価

認定の仕組みとその実施方法・体制経済的基盤等の調査については、米国および外務省資料の調査並びに CCD

とのリモートレベルの事前面談と直接訪問によるヒアリングにより実施した。CLIA 法の検体検査品質管理と実施基準

は 18 の Sub Parts（要求事項の数は 215）によって定められており、検体検査項目毎に複雑性指標を基に 

Waived Testing, Non-Waved(Moderate complexity testing, High Complexity Testing)に分類し

て、精度管理や第三者評価に基づく認定・認証の基準を設定している。またそれぞれの複雑性の検査カテゴリー毎に

能力評価のための PT プログラムの手順と評価基準が設定され、それぞれの検査分野には具体的に検査項目毎の例

示基準が定められている。精度管理基準は Pre Analytic, Analytic Post-Analytic の工程ごとに定められており

Non-Waved 検査においては Labo Director を中心に主要な管理者の設置が義務化されており、教育・実務経

験等を踏まえた資格と責任が明確に定義されている。 

米国における検体検査精度管理は HHS の CMS,FDA,CDC により構成される CLIAC を実質的な管理司令塔とし

て CLIA 法に基づく検体検査の品質管理を担う仕組みが 1992 年に整備された。CLIA 法自体の管理と運用は米

国の公的保険の管理を担うメディケア・メディケイドサービスセンター（CMS）（我が国の厚労省保険局に相当する部

署）が検体検査の品質管理法規である CLIA 法の監督官庁となっている。しかしながら検体検査技術標準の設定と

更新、研究の評価と CMS と FDA への技術コンサルテーション、PT プログラムのモニタリング、新規技術情報と教育ツ

ールの提供 CMS の認定内容評価等技術に関する評価等の実質的な内容は全て CDC が担っており同時に

CLIAC の事務局も CDC が担っている。また遺伝子関連・染色体検査の様な高度で複雑な検査を実施しようとする

CLIA ラボの認証には CMS/CLIAC により認められた検体検査室第三者評価認定機関の認定が必要とされ、それら

の認定機関は CMS により認定された AABB、A2LA、AAHHS/HFAP、ASHI、COLA、CAP、The Joint 

Commission の 7 機関となっている。これらの仕組みは米国の医療制度が 2014 年のオバマ大統領のヘルスケア改

革以降民間保険会社の加入が義務付けられた結果未保険者が 10％以下になり、数百を超える民間保険会社の

巨大市場財源が形成され、公的民間保険と併せて巨大な財源と受益者負担の仕組みの中で成立しているものであ

り、検体検査の精度管理における CDC が担う機能と受益者負担の仕組みは活用すべきであると考えられるが、仕組

み全体を日本の医療制度の中でそのまま活用する事は困難と想定される。 
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また、令和三年度の研究報告の中でも精度管理物質の提供の課題が報告されたが、米国においては精度管理標品

の選定・調整・供給については、政府（CDC）が軸となり、遺伝子検査室、細胞バンク、IVD 企業、学会・アカデミア

の専門家集団、患者友の会の参画の下に GeT-RM（Genetic Testing Reference Materials Program）が

構築・運用されている。このデザインは日本でも参考にすべきところが多く、近い将来、遺伝子関連・染色体検査の精

度管理母体として新たに設立されるであろう NPO 法人を軸に体外診断薬・機器メーカーや民間検査センターが職業

団体として参画し標品の提供と測定を担い、学会、職能団体が Professional Organization の役割を担う同様の

スキームを構築する事により、遺伝子関連検査・染色体検査の外部精度管理、第三者評価認定の義務化が急がれ

る。また第三者認定を求めるべき高度な技術と遺伝子関連検査の検査室第三者認定基準フローについて作成検討

を行い、本研究報告書において内容を明記した。 

次に 2019 年から我が国で開始されたがんゲノムプロファイリング検査（CGP 検査：Comprehensive Genomic 

Profiling ）においては、前述の様な背景を含めて Wet 分析の多くは海外に頼らざるを得ず、また C-CAT でその分

析結果と症例情報に基づく医学文献・薬剤・治験・臨床試験等の調査結果と共にがんゲノム医療中核・拠点病院、

連携病院での専門家によるエキスパートパネルの実施体制を必要とする複雑な診断設計が必要となっている。その様

な複雑な構造の CGP 検査実施初期においては、2018 年に施行された法令の枠組みでその検査の品質管理を行

う事が困難であり、保険診療を行う上での施設基準と言う特殊な枠組み（健康局、保健局通知）で行わざるを得

なかった背景がある。一方で本来厚労省医政局が主管する医療法・臨検法上で想定される CGP 検査委受託を実

施する建付けとしては、医療機関から外部委託された CGP 検査の精度の確保について医療機関が外部委託先評

価を行う事が義務付けられ、その受託を担う一次委託先としての衛生検査所は、二次委託先の精度管理評価及び

三次委託先の精度管理評価を含めた品質評価し医療機関の精度管理評価に応えるべき責務がある事も否めな

い。厚労省保険局課長通知に基づく保険診療としてのがんゲノムプロファイリング検査の実施・届け出条件（保険診

療特掲・届け出等）の下に実施される CGP 検査の建付けは、実施医療機関の施設基準の定めしか無く、一次委

託先、二次委託先、三次委託先の精度確保に関する評価基準が明確ではない。複数の組織に跨る複雑な検査工

程の中で検査結果の信頼性を確保するルール作りは、民間機関におけるゲノム分析（Wet 分析）もさることながら、

C-CAT と同様な民間のゲノム情報解析サービス、さらに難病を含む他の疾患のゲノムプロファイル検査における C-

CAT の役割を担う組織を含めて広い領域を包含して、診療の用に供する検体検査に関する精度確保に関する基準

と第三者評価認定の義務化要件を医療法、臨床検査技師等に関する法律およびその政省令（通知を含めて）に

定める事が合理的と考えられる。 
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A、目的 

令和３年度厚生労働行政推進調査事業費補助金（地域医療基盤開発推進研究事業） 

「検体検査の精度の確保等に関する研究」において提言した社会実装モデル（特定非営利法人の新設と学術団

体・検査試薬・機器メーカーを含むコンソーシアムモデル）の社会実装においては、具体的な実施の前に経済的、財

政的な観点からの評価と合理性評価が必要であり、遺伝子検査・染色体関連検査の技術・提供基盤、精度管理 

システムで先行する米国の EQA モデルの設計・実態調査と経済的な環境の調査を行い、重要参考情報を得る事を

目的とした。また遺伝子検査の精度管理の社会実装において 2019 年から開始されたがんゲノムプロファイリング検査

を例示として現状の精度管理における課題と整理を行い、診療の用に供する全ての検査を対象として（保険償還の

有無は問わず）、複数の組織に跨る複雑な検査工程を要する遺伝子検査の信頼性を確保するための方法論と法

令整備への提言を行う事を目的に加える。 

 

B、調査方法・内容 

米国 CLIA 法の章立て構造と品質基準については CMS(Centers for Medicare & Medicaid Services)

が掲載※１する Federal Regulations (eCFR)42CFR PART 493 - LABORATORY REQUIREMENTS

に公表された情報※２を元に分析し、米国の遺伝子・染色体検査の外部精度管理、第三者評価認定の仕組

みとその実施方法・体制経済的基盤等の調査については、米国および外務省資料の調査並びに CCD とのリモ

ートレベルの事前面談と直接訪問によるヒアリングにより実施した。 

※１ Clinical Laboratory Improvement Amendments (CLIA) 

https://www.cms.gov/regulations-and-guidance/legislation/clia 

   ※２PART 493 - LABORATORY REQUIREMENTS 

 https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493 

 

C．研究調査結果と考察 

令和 3 年度厚生労働行政推進調査事業費補助金（地域医療基盤開発推進研究事業）「検体検査の

精度の確保等に関する研究」分担研究報告書「検体検査の外部精度管理調査における組織構築に向けた研

究」（令和 3 年度研究）において、医療機関・民間検査センターが提供する検体検査の精度管理について

EQA システムデザインの設計とその社会実装を行う運用母体としての NPO 法人の設立、さらにその持続可能な

財源と事業モデルについて下記の様な構造（図１）を検討している事を前提に、米国 CLIA 法が定める精度

管理基準の設計内容と外部精度管理、第三者評価認定・認証の仕組みについて CMS が公開する情報に基

づいて調査を行い、CLIAC を軸とする CMS,CDC,FDA3 局の協業による検体検査精度管理及び検査機関の

第三者評価の仕組みの調査を行った。 

 

１，CLIA 法の構造 

      CLIA 法の検体検査品質管理と実施基準は次の 18 の Sub Parts（要求事項の数は 215）によって 

定められている。 

      

https://www.cms.gov/regulations-and-guidance/legislation/clia
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493
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    我が国における臨床検査技師等の法律との建付けの大きく異なることは下記の 4 点と言える。 

 

１）検体検査の品質保証について、検体検査項目毎に複雑性指標(Complexity Index)により 

Waived Testing,Non-Waved(Moderate complexity testing, High Complexity 

Testing)に分類して、精度管理や第三者評価に基づく認定・認証の基準を設定している。 

 

２）それぞれの複雑性の検査カテゴリー毎に能力評価のための PT プログラムの手順と評価基準が設定 

されている。それぞれの検査分野には具体的に検査項目毎の例示基準が定められている。 

 

３）Pre Analytic, Analytic Post-Analytic の工程ごとに精度管理基準が定められており、Analytic 

工程においてはそれぞれの検査技術検査項目毎に精度管理基準が定められている。 

 

４）Non-Waved 検査においては Labo Director を中心に下記のそれぞれの管理者の設置が義務化さ

れており、教育・実務経験等を踏まえた資格と責任が明確に定義されている。 

①Laboratory director         ②Technical supervisor 

1                                     ③Clinical consultant          ④General supervisor     

⑤Cytology general supervisor   ⑥Cytotechnologist           

⑦Testing personnel         

 

   検査の複雑性評価は§493.17 Test categorization で定義され以下の 7 つの要素で評価決定される。 

7 つの要素についてそれぞれの評価基準でスコア１，スコア２を 3 段階で評価し合計点数が 12 点以下であれ

ば、Moderate complexity testing、13 点以上であれば High Complexity Testing に分類され FDA の 

ホームページで公開される。 

 

 (1) Knowledge - 検査に必要な知識レベル 

(i) Score 1.  

(A) Minimal scientific and technical knowledge is required to perform the test; and  

(B) Knowledge required to perform the test may be obtained through on-the-job  

instruction.  

(ii) Score 3. Specialized scientific and technical knowledge is essential to perform 

preanalytic, analytic or postanalytic phases of the testing.  

(2) Training and experience - 熟練度・実技能力・経験 

(i) Score 1.  

(A) Minimal training is required for preanalytic, analytic and postanalytic phases of 

the testing process; and  

(B) Limited experience is required to perform the test.  

(ii) Score 3.  

(A) Specialized training is essential to perform the preanalytic, analytic or 

postanalytic testing process; or  
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(B) Substantial experience may be necessary for analytic test performance.  

(3) Reagents and materials preparation – 検査試薬・機器の操作 

(i) Score 1.  

(A) Reagents and materials are generally stable and reliable; and  

(B) Reagents and materials are prepackaged, or premeasured, or require no 

special handling, precautions or storage conditions.  

(ii) Score 3.  

(A) Reagents and materials may be labile and may require special handling to 

assure reliability; or  

(B) Reagents and materials preparation may include manual steps such as 

gravimetric or volumetric measurements.  

(4) Characteristics of operational steps - 検査手順の数 

(i) Score 1. Operational steps are either automatically executed (such as pipetting, 

temperature monitoring, or timing of steps), or are easily controlled.  

(ii) Score 3. Operational steps in the testing process require close monitoring or 

control, and may require special specimen preparation, precise temperature control 

or timing of procedural steps, accurate pipetting, or extensive calculations.  

(5) Calibration, quality control, and proficiency testing materials  

- キャリブレーター・精度管理資料 

(i) Score 1.  

(A) Calibration materials are stable and readily available;  

(B) Quality control materials are stable and readily available; and  

(C) External proficiency testing materials, when available, are stable.  

(ii) Score 3.  

(A) Calibration materials, if available, may be labile;  

(B) Quality control materials may be labile, or not available; or  

(C) External proficiency testing materials, if available, may be labile.  

(6) Test system troubleshooting and equipment maintenance  

-機器・システムの複雑性と保守  

(i) Score 1.  

(A) Test system troubleshooting is automatic or self-correcting, or clearly 

described or requires minimal judgment; and  

(B) Equipment maintenance is provided by the manufacturer, is seldom needed, 

or can easily be performed.  

(ii) Score 3.  

(A) Troubleshooting is not automatic and requires decision-making and direct 

intervention to resolve most problems; or  

(B) Maintenance requires special knowledge, skills, and abilities.  

(7) Interpretation and judgment - 検査結果評価と診断 

(i) Score 1.  
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(A) Minimal interpretation and judgment are required to perform preanalytic, 

analytic and postanalytic processes; and  

(B) Resolution of problems requires limited independent interpretation and 

judgment; and  

(ii) Score 3.  

(A) Extensive independent interpretation and judgment are required to perform 

the preanalytic, analytic or postanalytic processes; and  

(B) Resolution of problems requires extensive interpretation and judgment.  

 

  CLIA 法の中で多くの要件と要求事項を科しているのが人的要件で、①Laboratory director、②Technical 

supervisor、③Clinical consultant、④General supervisor、⑤Cytology general supervisor、   

⑥Cytotechnologist、⑦Testing personnel には教育や国家資格とともに実務経験が科せられる。        

例えば Moderate or High Complexity 検査実施施設における Lab Director 要件は米国 MD か DO と

同等資格者で米国病理認定医かつ２年以上 High Complexity Lab で Supervisor の経験などが必要と 

され、General Supervisor は理系大学を卒業し（化学、生物学など所定の科目を履修）、CLIA ラボでの 

1 年以上の経験が必要、さらに Labo Director または General Supervisor のどちらかは常勤でなければなら

ない。 Academic Career もさることながら米国での Clinical Lab（とりわけ High Complexity Testing を

実施する Non-Waved Labo）での実務経験が重視される。 

 

  以上の様な内容の CLIA 法の主な章立ての重要科目は以下の通りで、巻末に CMS,CDC が公開している 

CLIA 法の全文要求事項を参考資料※１として添付した。 

 

【CLIA 法の主な章立ての重要科目】 

           PART 493 - LABORATORY REQUIREMENTS  

Subpart A - General Provisions 

§ 493.1 Basis and scope. 
§ 493.2 Definitions.  
§ 493.3 Applicability. 
§ 493.5 Categories of tests by complexity. 
§ 493.15 Laboratories performing waived tests. 
§ 493.17 Test categorization. 

(a) Categorization by criteria.  
(1) Knowledge -  

    (2) Training and experience -  
  (B) Substantial experience may be necessary for analytic test performance.  

(3) Reagents and materials preparation -  
 (4) Characteristics of operational steps -  
 (5) Calibration, quality control, and proficiency testing materials -  
 (6) Test system troubleshooting and equipment maintenance -  
 (7) Interpretation and judgment -  

 (c) Process for device/test categorization utilizing the scoring system under § 493.17(a).  
§ 493.19 Provider-performed microscopy (PPM) procedures. 
§ 493.25 Laboratories performing tests of high complexity. 

https://www.ecfr.gov/current/title-42/part-493
https://www.ecfr.gov/current/title-42/section-493.1
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/section-493.3
https://www.ecfr.gov/current/title-42/section-493.5
https://www.ecfr.gov/current/title-42/section-493.15
https://www.ecfr.gov/current/title-42/section-493.17
https://www.ecfr.gov/current/title-42/section-493.17#p-493.17(a)
https://www.ecfr.gov/current/title-42/section-493.19
https://www.ecfr.gov/current/title-42/section-493.25
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(a) A laboratory must obtain a certificate for tests of high complexity if it performs one or 
more tests that meet the criteria for tests of high complexity as specified in § 493.17(a).  

(b) A laboratory performing one or more tests of high complexity must meet the applicable 
requirements of subpart C or subpart D, and subparts F, H, J, K, M, and Q of this part.  

 

Subpart B - Certificate of Waiver 

§ 493.35 Application for a certificate of waiver. 
§ 493.37 Requirements for a certificate of waiver. 
§ 493.39 Notification requirements for laboratories issued a certificate of waiver. 
§ 493.41 Condition: Reporting of SARS-CoV-2 test results. 

Subpart C - Registration Certificate, Certificate for Provider-performed Microscopy 
Procedures, and Certificate of Compliance 

§ 493.43 Application for registration certificate, certificate for provider-performed microscopy 
(PPM) procedures, and certificate of compliance. 
§ 493.45 Requirements for a registration certificate. 
§ 493.47 Requirements for a certificate for provider-performed microscopy (PPM) procedures. 
§ 493.49 Requirements for a certificate of compliance. 
§ 493.51 Notification requirements for laboratories issued a certificate of compliance. 
§ 493.53 Notification requirements for laboratories issued a certificate for provider-performed 
microscopy (PPM) procedures. 

Subpart D - Certificate of Accreditation 

§ 493.55 Application for registration certificate and certificate of accreditation. 
§ 493.57 Requirements for a registration certificate. 
§ 493.61 Requirements for a certificate of accreditation. 
§ 493.63 Notification requirements for laboratories issued a certificate of accreditation. 
 

Subpart E - Accreditation by a Private, Nonprofit Accreditation Organization or 
Exemption Under an Approved State Laboratory Program 

§ 493.551 General requirements for laboratories. 
§ 493.553 Approval process (application and reapplication) for accreditation organizations and 
State licensure programs. 
§ 493.555 Federal review of laboratory requirements. 
§ 493.557 Additional submission requirements. 
§ 493.559 Publication of approval of deeming authority or CLIA exemption. 
§ 493.561 Denial of application or reapplication. 
§ 493.563 Validation inspections - Basis and focus. 
§ 493.565 Selection for validation inspection - laboratory responsibilities. 
§ 493.567 Refusal to cooperate with validation inspection. 
§ 493.569 Consequences of a finding of noncompliance as a result of a validation inspection. 
§ 493.571 Disclosure of accreditation, State and CMS validation inspection results. 
§ 493.573 Continuing Federal oversight of private nonprofit accreditation organizations and 
approved State licensure programs. 
§ 493.575 Removal of deeming authority or CLIA exemption and final determination review. 
 
 

https://www.ecfr.gov/current/title-42/section-493.17#p-493.17(a)
https://www.ecfr.gov/current/title-42/part-493/subpart-F
https://www.ecfr.gov/current/title-42/part-493/subpart-H
https://www.ecfr.gov/current/title-42/part-493/subpart-J
https://www.ecfr.gov/current/title-42/part-493/subpart-K
https://www.ecfr.gov/current/title-42/part-493/subpart-M
https://www.ecfr.gov/current/title-42/part-493/subpart-Q
https://www.ecfr.gov/current/title-42/part-493/subpart-B
https://www.ecfr.gov/current/title-42/section-493.35
https://www.ecfr.gov/current/title-42/section-493.37
https://www.ecfr.gov/current/title-42/section-493.39
https://www.ecfr.gov/current/title-42/section-493.41
https://www.ecfr.gov/current/title-42/part-493/subpart-C
https://www.ecfr.gov/current/title-42/part-493/subpart-C
https://www.ecfr.gov/current/title-42/section-493.43
https://www.ecfr.gov/current/title-42/section-493.43
https://www.ecfr.gov/current/title-42/section-493.45
https://www.ecfr.gov/current/title-42/section-493.47
https://www.ecfr.gov/current/title-42/section-493.49
https://www.ecfr.gov/current/title-42/section-493.51
https://www.ecfr.gov/current/title-42/section-493.53
https://www.ecfr.gov/current/title-42/section-493.53
https://www.ecfr.gov/current/title-42/part-493/subpart-D
https://www.ecfr.gov/current/title-42/section-493.55
https://www.ecfr.gov/current/title-42/section-493.57
https://www.ecfr.gov/current/title-42/section-493.61
https://www.ecfr.gov/current/title-42/section-493.63
https://www.ecfr.gov/current/title-42/part-493/subpart-E
https://www.ecfr.gov/current/title-42/part-493/subpart-E
https://www.ecfr.gov/current/title-42/section-493.551
https://www.ecfr.gov/current/title-42/section-493.553
https://www.ecfr.gov/current/title-42/section-493.553
https://www.ecfr.gov/current/title-42/section-493.555
https://www.ecfr.gov/current/title-42/section-493.557
https://www.ecfr.gov/current/title-42/section-493.559
https://www.ecfr.gov/current/title-42/section-493.561
https://www.ecfr.gov/current/title-42/section-493.563
https://www.ecfr.gov/current/title-42/section-493.565
https://www.ecfr.gov/current/title-42/section-493.567
https://www.ecfr.gov/current/title-42/section-493.569
https://www.ecfr.gov/current/title-42/section-493.571
https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.575
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Non-waived Test の PT プログラムの基本的ルール（Subpart F,G,H &I） 
 

    

Subpart F - General Administration 

§ 493.602 Scope of subpart. 
§ 493.606 Applicability of subpart. 
§ 493.638 Certificate fees. 
§ 493.639 Fee for revised certificate. 
§ 493.643 Fee for determination of program compliance. 
§ 493.645 Additional fee(s) applicable to approved State laboratory programs and laboratories 
issued a certificate of accreditation, certificate of waiver, or certificate for PPM procedures. 
§ 493.646 Payment of fees. 
§ 493.649 Methodology for determining fee amount. 

https://www.ecfr.gov/current/title-42/part-493/subpart-F
https://www.ecfr.gov/current/title-42/section-493.602
https://www.ecfr.gov/current/title-42/section-493.606
https://www.ecfr.gov/current/title-42/section-493.638
https://www.ecfr.gov/current/title-42/section-493.639
https://www.ecfr.gov/current/title-42/section-493.643
https://www.ecfr.gov/current/title-42/section-493.645
https://www.ecfr.gov/current/title-42/section-493.645
https://www.ecfr.gov/current/title-42/section-493.646
https://www.ecfr.gov/current/title-42/section-493.649
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Subpart G [Reserved] 

Subpart H - Participation in Proficiency Testing for Laboratories Performing Nonwaived 
Testing 

§ 493.801 Condition: Enrollment and testing of samples. 

§ 493.803 Condition: Successful participation. 
§ 493.807 Condition: Reinstatement of laboratories performing nonwaived testing. 
§ 493.821 Condition: Microbiology. 
§ 493.823 Standard; Bacteriology. 
§ 493.825 Standard; Mycobacteriology. 
§ 493.827 Standard; Mycology. 
§ 493.829 Standard; Parasitology. 
§ 493.831 Standard; Virology. 
§ 493.833 Condition: Diagnostic immunology. 
§ 493.835 Standard; Syphilis serology. 
§ 493.837 Standard; General immunology. 
§ 493.839 Condition: Chemistry. 
§ 493.841 Standard; Routine chemistry. 
§ 493.843 Standard; Endocrinology. 
§ 493.845 Standard; Toxicology. 
§ 493.849 Condition: Hematology. 
§ 493.851 Standard; Hematology. 
§ 493.853 Condition: Pathology. 
§ 493.855 Standard; Cytology: gynecologic examinations. 
§ 493.857 Condition: Immunohematology. 
§ 493.859 Standard; ABO group and D (Rho) typing. 
§ 493.861 Standard; Unexpected antibody detection. 
§ 493.863 Standard; Compatibility testing. 
§ 493.865 Standard; Antibody identification. 

Subpart I - Proficiency Testing Programs for Nonwaived Testing 

§ 493.901 Approval of proficiency testing programs. 
§ 493.903 Administrative responsibilities. 
§ 493.905 Nonapproved proficiency testing programs. 
§ 493.909 Microbiology. 
§ 493.911 Bacteriology. 
§ 493.913 Mycobacteriology. 
§493.915 Mycology. 

§ 493.917 Parasitology. 
§ 493.919 Virology. 
§ 493.921 Diagnostic immunology. 
§ 493.923 Syphilis serology. 
§ 493.927 General immunology. 
§ 493.929 Chemistry. 
§ 493.931 Routine chemistry.  
§ 493.933 Endocrinology. 
§ 493.937 Toxicology. 
§ 493.941 Hematology (including routine hematology and coagulation). 
§ 493.945 Cytology; gynecologic examinations. 
§ 493.959 Immunohematology. 

https://www.ecfr.gov/current/title-42/part-493/subpart-G
https://www.ecfr.gov/current/title-42/part-493/subpart-H
https://www.ecfr.gov/current/title-42/part-493/subpart-H
https://www.ecfr.gov/current/title-42/section-493.801
https://www.ecfr.gov/current/title-42/section-493.803
https://www.ecfr.gov/current/title-42/section-493.807
https://www.ecfr.gov/current/title-42/section-493.821
https://www.ecfr.gov/current/title-42/section-493.823
https://www.ecfr.gov/current/title-42/section-493.825
https://www.ecfr.gov/current/title-42/section-493.827
https://www.ecfr.gov/current/title-42/section-493.829
https://www.ecfr.gov/current/title-42/section-493.831
https://www.ecfr.gov/current/title-42/section-493.833
https://www.ecfr.gov/current/title-42/section-493.835
https://www.ecfr.gov/current/title-42/section-493.837
https://www.ecfr.gov/current/title-42/section-493.839
https://www.ecfr.gov/current/title-42/section-493.841
https://www.ecfr.gov/current/title-42/section-493.843
https://www.ecfr.gov/current/title-42/section-493.845
https://www.ecfr.gov/current/title-42/section-493.849
https://www.ecfr.gov/current/title-42/section-493.851
https://www.ecfr.gov/current/title-42/section-493.853
https://www.ecfr.gov/current/title-42/section-493.855
https://www.ecfr.gov/current/title-42/section-493.857
https://www.ecfr.gov/current/title-42/section-493.859
https://www.ecfr.gov/current/title-42/section-493.861
https://www.ecfr.gov/current/title-42/section-493.863
https://www.ecfr.gov/current/title-42/section-493.865
https://www.ecfr.gov/current/title-42/part-493/subpart-I
https://www.ecfr.gov/current/title-42/section-493.901
https://www.ecfr.gov/current/title-42/section-493.903
https://www.ecfr.gov/current/title-42/section-493.905
https://www.ecfr.gov/current/title-42/section-493.909
https://www.ecfr.gov/current/title-42/section-493.911
https://www.ecfr.gov/current/title-42/section-493.913
https://www.ecfr.gov/current/title-42/section-493.915
https://www.ecfr.gov/current/title-42/section-493.917
https://www.ecfr.gov/current/title-42/section-493.919
https://www.ecfr.gov/current/title-42/section-493.921
https://www.ecfr.gov/current/title-42/section-493.923
https://www.ecfr.gov/current/title-42/section-493.927
https://www.ecfr.gov/current/title-42/section-493.929
https://www.ecfr.gov/current/title-42/section-493.931
https://www.ecfr.gov/current/title-42/section-493.933
https://www.ecfr.gov/current/title-42/section-493.937
https://www.ecfr.gov/current/title-42/section-493.941
https://www.ecfr.gov/current/title-42/section-493.945
https://www.ecfr.gov/current/title-42/section-493.959
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Subpart J - Facility Administration for Nonwaived Testing 

§ 493.1100 Condition: Facility administration. 
§ 493.1101 Standard: Facilities. 
§ 493.1103 Standard: Requirements for transfusion services. 
§ 493.1105 Standard: Retention requirements. 

Subpart K - Quality System for Nonwaived Testing 

§ 493.1200 Introduction. 
§ 493.1201 Condition: Bacteriology. 
§ 493.1202 Condition: Mycobacteriology. 
§ 493.1203 Condition: Mycology. 
§ 493.1204 Condition: Parasitology. 
§ 493.1205 Condition: Virology. 
§ 493.1207 Condition: Syphilis serology. 
§ 493.1208 Condition: General immunology. 
§ 493.1210 Condition: Routine chemistry. 
§ 493.1211 Condition: Urinalysis. 
§ 493.1212 Condition: Endocrinology. 
§ 493.1213 Condition: Toxicology.  
§ 493.1215 Condition: Hematology. 
§ 493.1217 Condition: Immunohematology. 
§ 493.1219 Condition: Histopathology. 
§ 493.1220 Condition: Oral pathology. 
§ 493.1221 Condition: Cytology. 
§ 493.1225 Condition: Clinical cytogenetics. 
§ 493.1226 Condition: Radiobioassay. 
§ 493.1227 Condition: Histocompatibility. 
§ 493.1230 Condition: General laboratory systems. 
§ 493.1231 Standard: Confidentiality of patient information. 
§ 493.1232 Standard: Specimen identification and integrity. 
§ 493.1233 Standard: Complaint investigations. 
§ 493.1234 Standard: Communications. 
§ 493.1235 Standard: Personnel competency assessment policies. 
§ 493.1236 Standard: Evaluation of proficiency testing performance. 
§ 493.1239 Standard: General laboratory systems quality assessment. 

Preanalytic Systems 

§ 493.1240 Condition: Preanalytic systems. 

§ 493.1241 Standard: Test request. 
§ 493.1242 Standard: Specimen submission, handling, and referral. 
§ 493.1249 Standard: Preanalytic systems quality assessment. 

Analytic Systems 

§ 493.1250 Condition: Analytic systems. 
§ 493.1251 Standard: Procedure manual. 
§ 493.1252 Standard: Test systems, equipment, instruments, reagents, materials, and 
supplies. 
§ 493.1253 Standard: Establishment and verification of performance specifications. 

https://www.ecfr.gov/current/title-42/part-493/subpart-J
https://www.ecfr.gov/current/title-42/section-493.1100
https://www.ecfr.gov/current/title-42/section-493.1101
https://www.ecfr.gov/current/title-42/section-493.1103
https://www.ecfr.gov/current/title-42/section-493.1105
https://www.ecfr.gov/current/title-42/part-493/subpart-K
https://www.ecfr.gov/current/title-42/section-493.1200
https://www.ecfr.gov/current/title-42/section-493.1201
https://www.ecfr.gov/current/title-42/section-493.1202
https://www.ecfr.gov/current/title-42/section-493.1203
https://www.ecfr.gov/current/title-42/section-493.1204
https://www.ecfr.gov/current/title-42/section-493.1205
https://www.ecfr.gov/current/title-42/section-493.1207
https://www.ecfr.gov/current/title-42/section-493.1208
https://www.ecfr.gov/current/title-42/section-493.1210
https://www.ecfr.gov/current/title-42/section-493.1211
https://www.ecfr.gov/current/title-42/section-493.1212
https://www.ecfr.gov/current/title-42/section-493.1213
https://www.ecfr.gov/current/title-42/section-493.1215
https://www.ecfr.gov/current/title-42/section-493.1217
https://www.ecfr.gov/current/title-42/section-493.1219
https://www.ecfr.gov/current/title-42/section-493.1220
https://www.ecfr.gov/current/title-42/section-493.1221
https://www.ecfr.gov/current/title-42/section-493.1225
https://www.ecfr.gov/current/title-42/section-493.1226
https://www.ecfr.gov/current/title-42/section-493.1227
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1231
https://www.ecfr.gov/current/title-42/section-493.1232
https://www.ecfr.gov/current/title-42/section-493.1233
https://www.ecfr.gov/current/title-42/section-493.1234
https://www.ecfr.gov/current/title-42/section-493.1235
https://www.ecfr.gov/current/title-42/section-493.1236
https://www.ecfr.gov/current/title-42/section-493.1239
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR5f8f0b6639946fd
https://www.ecfr.gov/current/title-42/section-493.1240
https://www.ecfr.gov/current/title-42/section-493.1241
https://www.ecfr.gov/current/title-42/section-493.1242
https://www.ecfr.gov/current/title-42/section-493.1249
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFRc96daead380f6ed
https://www.ecfr.gov/current/title-42/section-493.1250
https://www.ecfr.gov/current/title-42/section-493.1251
https://www.ecfr.gov/current/title-42/section-493.1252
https://www.ecfr.gov/current/title-42/section-493.1252
https://www.ecfr.gov/current/title-42/section-493.1253
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§ 493.1254 Standard: Maintenance and function checks. 
§ 493.1255 Standard: Calibration and calibration verification procedures. 
§ 493.1256 Standard: Control procedures. 
§ 493.1261 Standard: Bacteriology. 
§ 493.1262 Standard: Mycobacteriology. 
§ 493.1263 Standard: Mycology. 
§ 493.1264 Standard: Parasitology. 
§ 493.1265 Standard: Virology. 
§ 493.1267 Standard: Routine chemistry. 
§ 493.1269 Standard: Hematology. 
§ 493.1271 Standard: Immunohematology. 
§ 493.1273 Standard: Histopathology. 
§ 493.1274 Standard: Cytology. 
§ 493.1276 Standard: Clinical cytogenetics. 
§ 493.1278 Standard: Histocompatibility. 
§ 493.1281 Standard: Comparison of test results. 
§ 493.1282 Standard: Corrective actions. 
§ 493.1283 Standard: Test records. 
§ 493.1289 Standard: Analytic systems quality assessment. 

Postanalytic Systems 

§ 493.1290 Condition: Postanalytic systems. 
§ 493.1291 Standard: Test report. 
§ 493.1299 Standard: Postanalytic systems quality assessment. 
 

Subpart L [Reserved] 

Subpart M - Personnel for Nonwaived Testing 

§ 493.1351 General. 
§ 493.1353 Scope. 
§ 493.1355 Condition: Laboratories performing PPM procedures; laboratory director. 
§ 493.1359 Standard; PPM laboratory director responsibilities.  
§ 493.1361 Condition: Laboratories performing PPM procedures; testing personnel. 
§ 493.1363 Standard: PPM testing personnel qualifications. 
§ 493.1365 Standard; PPM testing personnel responsibilities. 
Laboratories Performing Moderate Complexity Testing 
§ 493.1403 Condition: Laboratories performing moderate complexity testing; 
laboratory director. 
§ 493.1405 Standard; Laboratory director qualifications. 
§ 493.1406 Standard; Laboratory director qualifications on or before February 28, 1992. 
§ 493.1407 Standard; Laboratory director responsibilities. 
§ 493.1409 Condition: Laboratories performing moderate complexity testing; technical 
consultant. 
§ 493.1411 Standard; Technical consultant qualifications. 
§ 493.1415 Condition: Laboratories performing moderate complexity testing; clinical 
consultant. 
§ 493.1417 Standard; Clinical consultant qualifications. 
§ 493.1419 Standard; Clinical consultant responsibilities. 
§ 493.1421 Condition: Laboratories performing moderate complexity testing; testing personnel. 
§ 493.1423 Standard; Testing personnel qualifications. 

https://www.ecfr.gov/current/title-42/section-493.1254
https://www.ecfr.gov/current/title-42/section-493.1255
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1261
https://www.ecfr.gov/current/title-42/section-493.1262
https://www.ecfr.gov/current/title-42/section-493.1263
https://www.ecfr.gov/current/title-42/section-493.1264
https://www.ecfr.gov/current/title-42/section-493.1265
https://www.ecfr.gov/current/title-42/section-493.1267
https://www.ecfr.gov/current/title-42/section-493.1269
https://www.ecfr.gov/current/title-42/section-493.1271
https://www.ecfr.gov/current/title-42/section-493.1273
https://www.ecfr.gov/current/title-42/section-493.1274
https://www.ecfr.gov/current/title-42/section-493.1276
https://www.ecfr.gov/current/title-42/section-493.1278
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1282
https://www.ecfr.gov/current/title-42/section-493.1283
https://www.ecfr.gov/current/title-42/section-493.1289
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR9482366886d579f
https://www.ecfr.gov/current/title-42/section-493.1290
https://www.ecfr.gov/current/title-42/section-493.1291
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/part-493/subpart-L
https://www.ecfr.gov/current/title-42/part-493/subpart-M
https://www.ecfr.gov/current/title-42/section-493.1351
https://www.ecfr.gov/current/title-42/section-493.1353
https://www.ecfr.gov/current/title-42/section-493.1355
https://www.ecfr.gov/current/title-42/section-493.1359
https://www.ecfr.gov/current/title-42/section-493.1361
https://www.ecfr.gov/current/title-42/section-493.1363
https://www.ecfr.gov/current/title-42/section-493.1365
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR10813e8157e2976
https://www.ecfr.gov/current/title-42/section-493.1403
https://www.ecfr.gov/current/title-42/section-493.1403
https://www.ecfr.gov/current/title-42/section-493.1405
https://www.ecfr.gov/current/title-42/section-493.1406
https://www.ecfr.gov/current/title-42/section-493.1407
https://www.ecfr.gov/current/title-42/section-493.1409
https://www.ecfr.gov/current/title-42/section-493.1409
https://www.ecfr.gov/current/title-42/section-493.1411
https://www.ecfr.gov/current/title-42/section-493.1415
https://www.ecfr.gov/current/title-42/section-493.1415
https://www.ecfr.gov/current/title-42/section-493.1417
https://www.ecfr.gov/current/title-42/section-493.1419
https://www.ecfr.gov/current/title-42/section-493.1421
https://www.ecfr.gov/current/title-42/section-493.1423
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§ 493.1425 Standard; Testing personnel responsibilities. 
Laboratories Performing High Complexity Testing 
§ 493.1441 Condition: Laboratories performing high complexity testing; laboratory director. 
§ 493.1443 Standard; Laboratory director qualifications. 
§ 493.1445 Standard; Laboratory director responsibilities. 
§ 493.1447 Condition: Laboratories performing high complexity testing; technical supervisor. 
§ 493.1449 Standard; Technical supervisor qualifications. 
§ 493.1451 Standard: Technical supervisor responsibilities. 
§ 493.1453 Condition: Laboratories performing high complexity testing; clinical consultant. 
§ 493.1455 Standard; Clinical consultant qualifications. 
§ 493.1457 Standard; Clinical consultant responsibilities. 
§ 493.1459 Condition: Laboratories performing high complexity testing; general supervisor. 
§ 493.1461 Standard: General supervisor qualifications. 
§ 493.1462 General supervisor qualifications on or before February 28, 1992. 
§ 493.1463 Standard: General supervisor responsibilities. 
§ 493.1467 Condition: Laboratories performing high complexity testing; cytology general 
supervisor. 
§ 493.1469 Standard: Cytology general supervisor qualifications. 
§ 493.1471 Standard: Cytology general supervisor responsibilities. 
§ 493.1481 Condition: Laboratories performing high complexity testing; cytotechnologist. 
§ 493.1483 Standard: Cytotechnologist qualifications. 
§ 493.1485 Standard; Cytotechnologist responsibilities. 
§ 493.1487 Condition: Laboratories performing high complexity testing; testing personnel. 
§ 493.1489 Standard; Testing personnel qualifications. 
§ 493.1491 Technologist qualifications on or before February 28, 1992. 
§ 493.1495 Standard; Testing personnel responsibilities. 
 

  

Subparts N-P [Reserved] 

Subpart Q - Inspection 

§ 493.1771 Condition: Inspection requirements applicable to all CLIA-certified and CLIA-
exempt laboratories. 

https://www.ecfr.gov/current/title-42/section-493.1425
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR2640b368593bdb0
https://www.ecfr.gov/current/title-42/section-493.1441
https://www.ecfr.gov/current/title-42/section-493.1443
https://www.ecfr.gov/current/title-42/section-493.1445
https://www.ecfr.gov/current/title-42/section-493.1447
https://www.ecfr.gov/current/title-42/section-493.1449
https://www.ecfr.gov/current/title-42/section-493.1451
https://www.ecfr.gov/current/title-42/section-493.1453
https://www.ecfr.gov/current/title-42/section-493.1455
https://www.ecfr.gov/current/title-42/section-493.1457
https://www.ecfr.gov/current/title-42/section-493.1459
https://www.ecfr.gov/current/title-42/section-493.1461
https://www.ecfr.gov/current/title-42/section-493.1462
https://www.ecfr.gov/current/title-42/section-493.1463
https://www.ecfr.gov/current/title-42/section-493.1467
https://www.ecfr.gov/current/title-42/section-493.1467
https://www.ecfr.gov/current/title-42/section-493.1469
https://www.ecfr.gov/current/title-42/section-493.1471
https://www.ecfr.gov/current/title-42/section-493.1481
https://www.ecfr.gov/current/title-42/section-493.1483
https://www.ecfr.gov/current/title-42/section-493.1485
https://www.ecfr.gov/current/title-42/section-493.1487
https://www.ecfr.gov/current/title-42/section-493.1489
https://www.ecfr.gov/current/title-42/section-493.1491
https://www.ecfr.gov/current/title-42/section-493.1495
https://www.ecfr.gov/current/title-42/part-493/subpart-N-P
https://www.ecfr.gov/current/title-42/part-493/subpart-Q
https://www.ecfr.gov/current/title-42/section-493.1771
https://www.ecfr.gov/current/title-42/section-493.1771
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§ 493.1773 Standard: Basic inspection requirements for all laboratories issued a CLIA 
certificate and CLIA-exempt laboratories. 
§ 493.1775 Standard: Inspection of laboratories issued a certificate of waiver or a certificate 
for provider-performed microscopy procedures. 
§ 493.1777 Standard: Inspection of laboratories that have requested or have been issued a 
certificate of compliance. 
§ 493.1780 Standard: Inspection of CLIA-exempt laboratories or laboratories requesting or 
issued a certificate of accreditation. 

Subpart R - Enforcement Procedures 

§ 493.1800 Basis and scope. 
§ 493.1804 General considerations. 
§ 493.1806 Available sanctions: All laboratories. 
§ 493.1807 Additional sanctions: Laboratories that participate in Medicare. 
§ 493.1809 Limitation on Medicaid payment. 
§ 493.1810 Imposition and lifting of alternative sanctions. 
§ 493.1812 Action when deficiencies pose immediate jeopardy. 
§ 493.1816 Action when deficiencies are not at the condition level. 
§ 493.1820 Ensuring timely correction of deficiencies. 
§ 493.1826 Suspension of part of Medicare payments. 
§ 493.1828 Suspension of all Medicare payments. 
§ 49.1832 Directed plan of correction and directed portion of a plan of correction. § 493.1834 
Civil money penalty. 
§ 493.1836 State onsite monitoring. 
§ 493.1838 Training and technical assistance for unsuccessful participation in proficiency 
testing. 
§ 493.1840 Suspension, limitation, or revocation of any type of CLIA certificate. 
§ 493.1842 Cancellation of Medicare approval. 
§ 493.1846 Civil action. 
§ 493.1850 Laboratory registry. 

Subpart S [Reserved] 

Subpart T - Consultations 

§ 493.2001 Establishment and function of the Clinical Laboratory Improvement Advisory 
Committee. 

 

 

 

 

 

 

 

https://www.ecfr.gov/current/title-42/section-493.1773
https://www.ecfr.gov/current/title-42/section-493.1773
https://www.ecfr.gov/current/title-42/section-493.1775
https://www.ecfr.gov/current/title-42/section-493.1775
https://www.ecfr.gov/current/title-42/section-493.1777
https://www.ecfr.gov/current/title-42/section-493.1777
https://www.ecfr.gov/current/title-42/section-493.1780
https://www.ecfr.gov/current/title-42/section-493.1780
https://www.ecfr.gov/current/title-42/part-493/subpart-R
https://www.ecfr.gov/current/title-42/section-493.1800
https://www.ecfr.gov/current/title-42/section-493.1804
https://www.ecfr.gov/current/title-42/section-493.1806
https://www.ecfr.gov/current/title-42/section-493.1807
https://www.ecfr.gov/current/title-42/section-493.1809
https://www.ecfr.gov/current/title-42/section-493.1810
https://www.ecfr.gov/current/title-42/section-493.1812
https://www.ecfr.gov/current/title-42/section-493.1816
https://www.ecfr.gov/current/title-42/section-493.1820
https://www.ecfr.gov/current/title-42/section-493.1826
https://www.ecfr.gov/current/title-42/section-493.1828
https://www.ecfr.gov/current/title-42/section-493.1832
https://www.ecfr.gov/current/title-42/section-493.1834
https://www.ecfr.gov/current/title-42/section-493.1834
https://www.ecfr.gov/current/title-42/section-493.1836
https://www.ecfr.gov/current/title-42/section-493.1838
https://www.ecfr.gov/current/title-42/section-493.1838
https://www.ecfr.gov/current/title-42/section-493.1840
https://www.ecfr.gov/current/title-42/section-493.1842
https://www.ecfr.gov/current/title-42/section-493.1846
https://www.ecfr.gov/current/title-42/section-493.1850
https://www.ecfr.gov/current/title-42/part-493/subpart-S
https://www.ecfr.gov/current/title-42/part-493/subpart-T
https://www.ecfr.gov/current/title-42/section-493.2001
https://www.ecfr.gov/current/title-42/section-493.2001
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2，厚労科研宮地班と CDC のリモート面談 

 【面談日】 ：2022 年 10 月 9 日 

   【議題】   ： 

1 Continuous quality improvement of molecular-genetic testing. 

2 Monitoring the quality of molecular-genetic testing 

3 System and financial designs for the quality assurance of molecular-genetic 

testing 

4 Current issues and challenges for the quality assurance of molecular-genetic 

testing 

【出席者】： 

〇CDC 

・Lisa Kalman, PhD（Centers for Disease Control and Prevention Division of 

Laboratory SystemsLisa Kalman, PhD） 

・Heather Stang, MS, MT(AMT)(Deputy Chief, Quality and Safety Systems Branch 

Division of Laboratory System)    

      〇研究班  

       ・宮地 勇人（新渡戸文化短期大学 臨床検査学科 教授） 

・田澤 裕光（京都大学医学部附属病院クリニカルバイオリソースセンター病院特任教授） 

  

  遺伝子検査に関する継続的な品質改善スキームと個々の検査及び検査室の品質に関する評価方法、検査室 

検査試薬・機器提供者等のコスト負担と財政支出の仕組み、標準標品が無い場合の合理的な代替法等につい

て情報収集と議論を行った。 

米国の検体検査実施基準と質の保証は 1964 年制定、1988 年 10 月 31 日に改訂が行われた CLIA 法

（Clinical Laboratory Improvement Amendments）によって定められているが、その法律自体の監督官

庁は米国公的医療保険プログラムを担う CMS(Center for Medicare & Medicaid Services)となっている。

医療機関、民間検査機関を問わず米国での検体検査の実施は CMS の CLIA 認証取得が不可欠であり現時点

での CLIA 認証取得検査室（CLIA ラボ）は 34 万を超える。また CLIA 法に基づく検査実施施設の品質評価・

認証等の運用は受益者負担コストで賄われている。CLIA 法の基本的な思想は以下の様になる。（図３,４） 

 

１、誰がどこで検査を実施してもその品質は担保されなければならない 

   ２、すべての環境下ですべて国民が一定の品質の臨床検査へのアクセスが出来る 

   ３，可能な限り広く新技術の開発を推進する 

４，検査技術・工程等の複雑さに基づいて最小限の基準を設定して適用する 

① 実査評価が免除される簡易な検査 

② 中程度の複雑さの検査 (メーカーが実施する顕微鏡検査を含む) 

③ 非常に複雑な検査 

５，検査を実施するすべての環境において、達成可能な費用対効果要件・基準を確立する 
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図３ LCIA 法の基本的な思想 

  
 

CLIA で定める「実験室」または「臨床検査室」という用語は、以下のための施設を指す。 

  図４ CLIA の「検査室」の定義 

  
 

疾病の予防・診断治療または健康評価等を目的として生物学的、微生物学的、血清学的、化学的、免疫 

血液学的、血液学的、生物物理学的、細胞学的、病理学的、またはその他の分析を行いその情報を提供する 

施設を指す。注: 患者固有の結果が報告されていない場合の研究および疫学的調査は、CLI の対象外 

 

CLIA ラボの品質評価や新たな検査技術の実施基準・品質評価法の改善等はアメリカ合衆国保健福祉省

（United States Department of Health and Human Services、略称: HHS）における CMS、CDC、   

FDA 等の関連省庁が連携して行われ、HHS とそれぞれの省庁から選出された委員から構成される CLIAC と

言う委員会（1992 年制定）によって管理されている。（図５） 
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   図５ CLIAC の構成 

        
CMS は主に CLIA 法に基づく検査室の認証、登録料の徴収、査察の管理・監督及び法規制の強化を 

推進、第三者認定機関の承認、検査室の PT プログラムの承認と推進状況の管理等を担い、CDC は

LIAC のマネジメント、技術標準の設定と更新、研究の評価と CMS と FDA への技術コンサルテーションの

提供、PT プログラムのモニタリング、新規技術情報と教育ツールの提供 CMS の認定内容及び各州の例外

規定の評等を担い、FDA は体外診断薬・機器の承認と検査技術の複雑性カテゴリーの決定およびその評

価基準・ルールの作成とガイダンス作成、免除条項の決定等を担いながら、CLIAC 委員会を軸に国の管理

が行われている。また遺伝子・染色体検査の様な高度で複雑な検査を実施しようとする CLIA ラボの認証に

は CMS/CLIAC により認められた検体検査室第三者評価認定機関の認定が必要とされ、それらの認定機

関は下記の 7 機関となっている。（図６） 

 

【CMS/CLIAC から委託される 7 つの認定機関】  

1 AABB  ：  (formerly American Association for Blood Banks) 

2 A2LA  ： （American Association for Laboratory Accreditation） 

3 AAHHS/： （Accreditation Association for Hospitals and  

HFAP      Health Systems/Healthcare Facilities Accreditation Program  

4 ASHI   ： （American Society for Histocompatibility and Immunogenetics ） 

5 COLA  ：  (formerly Commission on Office Laboratory Accreditation) 

6 CAP   ： （College of American Pathologists） 

7 The Joint Commission 
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        図６ CLIAC 委員会と構成部局（CMS,CDC.FDA）の役割と第三者認定機関を含む精度管理体制 

      
        CDC の中でも特に検体検査の精度管理を担う Division of Laboratory Systems (DLS)と言う専任の 

組織があり（図７）臨床検査および公衆衛生学的検査の検査室の品質と安全性、検査データとそのデータ

ベース管理検査員の能力を向上させることで、公衆衛生や患者治療、健康管理に貢献する事をミッションとし

ている。 

図７ Division of Laboratory Systems (DLS)/CDC 
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DLS が目的とする業務領域は検査室の品質管理に関する科学、高いスキルを持つ検査員の教育と評価、 

安全性と有効性の高い検査室の構築、検査室のデータのアクセスと利活用に関する要件で構成される。

（図８） 

図８ Goal of Division of Laboratory Systems (DLS) 

  
特に、高いスキルを持つ検査員の育成においてはオンラインの教育システムが構築されており DLS/CDC が 

直接検査室の検査員のトレーニングや技術指導を担っている。 

行政機関に全ての検査実施施設に対して質の向上のための教育・指導を行う部門がある事は我が国におい

ても取り組むべき課題の一つと考えられる。 （図９） 

 

図９ Free Online CLIA Training 

   
 



    

  

21 

EQA システムのデザインについては令和 3 年度研究（矢冨班と令和 4 年度研究（宮地班）においても遺

伝子・染色体検査の検査技術（試薬・機器を含む）や対象疾患、薬事承認等の観点から必要とされる精

度管理要件が纏められたが、遺伝子検査精度管理の根幹をなす標品の調整・提供体制については社会実

装の過程の中で検討する余地を残している。 

米国においては精度管理標品の選定・調整・供給については、政府（CDC）が軸となり、遺伝子検査室、

細胞バンク、IVD 企業、学会・アカデミアの専門家集団、患者友の会の参画の下に GeT-RM（ Genetic 

Testing Reference Materials Program）が構築・運用されている（。利用者からの要求に対して

Cell Line 由来の DNA を特定して、ボランティアとして GeT-RM に参加している遺伝子検査室がその分析

評価を行い CDC で修正評価の後に基準データとして各検査室（利用者）に提供する仕組みを取ってい

る。脆弱 X 染色体、ハンチントン舞踏病 Cystic Fibrosis 等の疾患や対象遺伝子に関する検査において

GeT-RM が機能している。（図 10，図 11，図 12） 

このデザインは日本でも参考にすべきところが多く、新たに成立する NPO を軸に体外診断薬・機器メーカーや

民間検査センターが職業団体として参画し標品の提供と測定を担い、学会、職能団体が Professional 

Organization を担いながら、それぞれが連携する事に同様のスキームを行う事の検討は意義深い。 

 

      図 10 Get-RM の仕組み 

          
     図 11 Get-RM の標品評価・提供プロセス         図 12 Get-RM が完了した遺伝子検査
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       2019 年からは NGS を用いた分析のための専門のワークグループも設立され CLIAC を通じて

CDC,CMS,FDA に検査室の NGS 検査の品質管理に関する情報を提供している。（図 13） 

             

     図 13 Next Generation Sequencing Workgroup-1 

          
  2022 年度は CLIA 法に依る要求事項を満たす次世代シーケンシング イオインフォマティクスータ分析および 

解釈を実行する担当者の資格を得るために必要な教育、トレーニング、経験、および能力について保健社会福祉

省 (HHS) に勧告を行う際に、CLIAC にアドバイスを提供する責任を担うワーキンググループの構築も検討されて

いる。（図 14） 

           図 14 Next Generation Sequencing Workgroup-2 

 
 

４．予算および職員数 3 からの考察 

2013 年日下部哲也（国際業務調整役：厚生労働省 MHLW および医薬品医療機器総合機構

PMDA のリエゾン・オフィサー)の 2013 年報告書（米国保健福祉省 HHS の組織構造）によれば

HHS の 2013 年度予算要求額（表 1）は、9,409.27 億ドル（75.3 兆円注 2）に達し、連邦政府

支出の約４分の１を占めている。一方で外務省が公開している米国 2022 年度米国大統領予算教

書の国家予算情報によれば歳出ベースで総額約６兆ドル（約 780 兆円）、社会保障関係費

（HHS 費用）は約 1.2 兆ドル（約 156 兆円）で対 2013 年約 20%増（ドルベース）（為替レ

ート 130 円/ドル込みで２倍）となっており、総額ベースで我が国 2022 年度一般会計予算額（補

正後）110 兆円にたいして予算総額で 7 倍、そして対 HHS の予算（社会保障費）だけで日本の

一般会計総予算額の 1.5 倍となっている。米国と日本の約 2.7:人口比 3.35 億人/日本 1.26 憶

人(2022 年度)を踏まえて評価しても日本に比べて大きな予算が投じられている。 
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米国と日本では社会保障制度や健康保険制度の仕組みについて大きな違いがあり、我が国において

は世界に冠たる国民皆保険制度がある一方で最先端の技術を用いた診断治療の提供においては米国

の資本主義に基づく Private Payer を軸とした保険制度による巨額の財源と人的資源を投下した米

国のシステムが先行していると考えられる。医療分野における医薬品・機器開発、診断薬・機器開発及

び検体検査の実施と品質保証に投下する費用・人的資源についても米国と日本では大きく異なるの

で、米国の CLIA 法に基づく品質管理システムをそのまま日本に適用する事は困難であるが部分的な

仕組みを応用する事は意義があると考える。 

 

＜表１ HHS の予算および職員数＞ 

 2011 年度 2012 年度 2013 年度 

予算額 8,913.23 億ドル 8,719.24 億ドル 9,409.27 億ドル 

 裁量的経費 771.98 億ドル 769.28 億ドル 767.11 億ドル 

義務的経費 8,048.06 億ドル 7,877.77 億ドル 8,603.35 億ドル 

職員数（常勤換算数） 
73,704 人 74,948 人 76,341 人 

注 2 日本円は 1 ドル 80 円換算の金額（～2013 年）、80 円換算の金額（2022 年） 

注 3
義務的経費（discretionary spending）とは、現存する権限法によって金額が決められているもので、公的年金、  

       メディケア、メディケイド、生活保護、学生ローン・プログラム等が含まれる。 

注 4
裁量的経費（mandatory spending）とは、議会で毎年可決される歳出法案のなかで金額が決められるもので、 

国防費、高速道路建設費、宇宙開発費、教育関係費、対外援助費等が含まれる 

 

図１５ 遺伝子・染色体検査の精度管理社会実装に向けての検討構造 

     
    米国の厚生労働省の組織構造(CMS,FDA,CDC)概要（図２）は後述する図５の如く本来は独立した職

務内容がある CLIAC を実質的な管理司令塔として CLIA 法に基づく検体検査の品質管理を担う仕組みとし
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て 1992 年から活動と貢献をして来た。そしてその事務局は CDC が担っており、日本における同様の機構の可

能性を検討する上では CDC の役割を検討する事が参考となる。CMS は米国の公的保険の管理を担うメディ

ケア・メディケイドサービスセンターであり、我が国の厚労省保険局に相当する部署が検体検査の品質管理法規

である CLIA 法の監督官庁となっている。また CDC は疾病対策予防センターであり、我が国においては厚労省

健康局あるいは国立感染研究所の様な存在であるにもかかわらず検体検査技術標準の設定と更新、研究の

評価と CMS と FDA への技術コンサルテーション、PT プログラムのモニタリング、新規技術情報と教育ツールの

提供 CMS の認定内容評価等技術に関する評価は全て CDC が担っている。 

 

 図１６ HHS の組織構造 
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   米国 CDC の組織※（青字は遺伝子検査関連機能） 

1 感染性疾患関連の部署 

• National Center for Immunization and Respiratory Diseases(NCIRD) 

呼吸器疾患（細菌性疾患、インフルエンザ、ウイルス性疾患）（COVID-19 に関するメイン部署） 

予防接種サービス 

• National Center for Emerging and Zoonotic Infectious Diseases(NCEZID) 

新興感染症、食中毒、人獣共通感染症 

• National Center for HIV/AIDS, Viral Hepatitis, STD, and TBPrevention (NCHHSTP) 

HIV や肝炎ウイルスなど、慢性な感染症 

②非感染性疾患関連の部署 

• National Center on Birth Defects and Developmental Disabilities(NCBDDD) 

先天奇形、発達障害、遺伝性血液疾患、身体障害 

• National Center for Chronic Disease Prevention and HealthPromotion (NCCDPHP) 

がん、糖尿病、栄養・運動・肥満、喫煙、心血管疾患、口腔疾患、母子保健、学校保健、その他多く  

  の疾患・健康課題 

• National Center for Environmental Health/Agency for Toxic Substances and 

Disease Registry (NCEH/ATSDR) 

環境保健、自然災害、有害物質 

• National Center for Injury Prevention and Control (NCIPC) 

事故予防、転倒予防、暴力予防、オピオイド過量服薬など 

③産業保健関連の部署 

• National Institute for Occupational Safety and Health (NIOSH) 

• 産業保健に関する総合センター 

事故予防、メンタルヘルス、COVID-19、自然災害やテロへの対応、福島第 1 原発からの放射能拡散 

④公衆衛生サービスと実践科学 

• Center for Preparedness and Response (CPR) 

緊急時のための準備、緊急時の対応 

CDC Emergency Operation Center 

• Center for State, Tribal, Local, and Territorial Support(CSTLTS) 

州や地方のサポート 

• Center for Global Health (CGH) 

グローバルヘルス、FETP の運営 

60 か国以上に CDC の人材を派遣 

• Office of Minority Health and Health Equity (OMHHE) 

健康格差、マイノリティ、女性の健康など 

⑤公衆衛生科学とサーベイランス関連の部署 

• Center for Surveillance, Epidemiology, and Laboratory Services(CSELS) 

Epidemic Intelligence Service (EIS)の運営 

Morbidity and Mortality Weekly Report (MMWR)の発行 

調査方法の開発など 
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• National Center for Health Statistics (NCHS) 

National Health and Nutrition Examination Survey (NHANES)など、各種 

全国統計調査の実施 

National Death Index などの作成 

• Office of Laboratory Science and Safety (OLSS) 

検査科学、バイオセーフティなど 

• Office of Science (OS) 

倫理委員会、情報公開など 

 

米国 CDC の活動内容 

CDC の活動内容は下記の 5 領域 

1 調査・研究、② 情報発信・助言、③ 緊急対応、④ 検疫・隔離、⑤ 人材育成 

 

①調査・研究 

• 一時的な調査 (Epidemiologic Assistance, Epi-Aids) 

• 定期的な調査・研究 

• National Notifiable Diseases Surveillance System (NNDSS) 

感染症が主体だが、がんなども含まれる 

• National Center for Health Statistics (NCHS)が扱う統計 

  National Health and Nutrition Examination Survey (NHANES) 

  National Health Interview Survey (NIS) 

  National Ambulatory Medical Care Survey (NAMCS) 

National Death Index (NDI) など 

• 各疾患・状態に関する個別の調査 

  National Program of Cancer Registries (NPCR)など 

•National Health and Nutrition Examination Survey(NHANES) 

• 日本の国民健康・栄養調査に相当 

• 米国全体の市民を母集団とした調査デザイン 

• 家庭での面談調査と、Mobile Examination Center (MEC)での検査・面談 

• 匿名加工後の個票データを、研究に必要な“重み”などの情報とともに公開 

 ほぼ全ての統計情報で同じ扱い 

• 1999 年以降は 2 年毎にデータ公開 

②情報発信・助言 

• ホームページからの情報発信 

• 啓発キャンペーン、プログラム 

• ガイドライン作成 

• Health Alert Network (HAN) 

• 刊行物の発行 – MMWR（毎週発行）など 

• Epi-Aids などによる現地での助言 

• 政府関係者からの照会への対応（24 時間以内に返答） 
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③緊急対応 

• Emergency Operations Center (EOC) 

• Center for Preparedness and Response に常設 

• 業務： 

専門家の派遣,現場への物資や機器の配送の調整 

レスポンス活動のサーベイランス 

州および地方の公衆衛生部門にリソースを提供 

• 国外への対応もありうる 

• 最近の対応： 

COVID-19、Ebola (コンゴ共和国)、 E-cigarette use 

Administration Coordination Response Enforcement 

• 政治的判断 

• 予算 

• 省庁間の調整など 

• 科学的なガイドラインの作成 

• 連邦政府・州政府への情報提供 

• 州の要請に応じたサポート 

• 現場での助言 

• データ収集補助、データ解析（結果を州に返す） 

• 州ごとの政治的判断（州知事） 

• 州法の執行 (隔離など） 

• データ収集 

• CDC への支援要請 

 

 

その様な背景から、検体検査精度管理の実施と検査施設の第三者評価の合理的な仕組みを有する米国モデ

ルを調査するにあたり、検体検査技術標準の設定や研究の評価と CMS と FDA への技術コンサルテーション、

PT プログラムのモニタリング、教育ツール、CMS の認定内容評価等の QMS の根幹の管理を担う CDC に具体

的な仕組みや方法論をヒアリングするために下記の内容について面談調査を行い有用な知見と情報を得た。 

 

3. 第三者認定を求めるべき高度な技術 

 遺伝子関連・染色体検査は、測定技術の進歩により、救急外来などで簡便且つ迅速に使用可能な POCT

用の病原体核酸検査の開発と実用化が進み、診療所や小規模施設で実施できるようになった。このことから、遺

伝子関連・染色体検査の実施において、すべからく第三者認定を求めることは合理性がない。第三者認定を求

めるべき高度な技術を有する原理・項目等を分類する必要がある。その指標として、用いる検体の種類、測定対

象の多寡、検査に用いる測定試薬・装置の精度の担保（医薬品医療機器等法による品質等の担保）が挙げ

られる。厚生労働科学特別研究事業「臨床検査における品質・精度の確保に関する研究」（2016 年度）の

報告では、以下の３点が挙げられている。検査検体が病理検体でないこと、単一の核酸配列を対象としているこ

と、検査に用いる測定装置及び報告システムが薬事承認（薬機法）により精度・品質が担保されていること。 
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図 17  遺伝子関連検査の検査室第三者認定基準フロー 

 

 これらの具体的な基準について、技術の進歩と応用展開及び関係者の意見を踏まえて更なる検討を行なった。

一連の薬事承認された試薬、装置で構成されるシステムで、全自動・単項目・定性測定については、第三者認

定を求める対象外とした。第三者認定を求める対象の基準には、病理検体等の品質評価、マルチプレックス解

析 、シークエンシング、システムの一部が研究用試薬・自家調製試薬（laboratory-developed test）の何

れかとした。  

 検査施設の第三者認定を求める高度技術による遺伝子関連検査に該当しない場合についても、検査の

精度の確保が求められる。まずは、検体検査の精度の確保に係る医療法等の改正での厚生労働省の施行

規則における基準を遵守することが求められる。 

 第三者認定を求める高度技術による遺伝子関連検査を実施する施設とともに、POCT 用の病原体核酸

検査を実施する施設においても、教材候補として、ISO 15189 の JIS 化の効果が期待される。 

  

そのメリットは、以下のごとくである。 

• 多層性の支援（国、国立開発研究法人、大学、事業者）による環境整備 

• 高度複雑化する先進検査における総合的な安全性・品質向上 

   例として、遺伝子検査システム (コンビネーション医療機器：クラス III)、 

   診断等に用いる単体プログラムに基づくサービス 

• 安価で使い易い和訳＋解説にて、小規模検査室、ヘルスケア枠組みの学習機会の提供、認定受審 

  機会の創出（短期的効果） 

• 受審施設のレベル向上、受審料・維持料低下（コンサルタント費用削減 ISO/IEC 17025 の例）

→国際標準検査管理加算で賄える施設病床数低下→認定受審施設の増加（中長期的効果） 

• 国の通知等で活用することで、認定取得拡大効果（ISO 9001 認証の例） 

 期待効果として、第三者認定の拡充（高難度技術）、品質マネジメント導入の裾野拡大、感染危機管

理に対応する平時の備えが挙げられる。 
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４，CGP 検査全行程の精度管理規制の整理と課題 

医療機関や民間検査機関、研究機関、その他の施設が検体検査を行なう上で、その結果に基づく被検者の

診断・治療・行動変容等に関する安全性と有効性を担保するために、品質管理・精度管理は不可欠である。

図 15 に示すように我が国における検体検査の質の管理に関する規制は診療の用に供する検査か診療目的外

の検査であるかに区分される。診療の用に供する検体検査の品質管理は厚生労働省医政局が所管する医療

法、臨床検査技師等に関する法律および同政省令の定めがあるが診療目的外の品質管理についての法令はそ

の範囲外となっている。診療の用に供する検査はさらに診療報酬対象、診療報酬外の区分に分けられ、診療報

酬対象の検体検査は保険収載に必要な要件として保険局や健康局の通知として定められる場合があるが、診

療報酬外の検体検査は医療法、臨床検査技師等に関する法律および同政省令の定めに従う事となる。高度

な知識・経験を必要とし複雑な分析工程の遺伝子検査についてはその精度管理の方法と検査実施施設の第

三者評価認定の方法論が検討されてきたが未だ十分な整備がなされていない。さらに 2019 年からは海外を含

む複数の施設の分析・解析・調査が必要な CGP 検査（がんゲノムプロファイリング検査）のが開始され、複雑な

検査工程のそれぞれと全体を包括する精度管理の仕組みの体制整備が喫緊の課題となって来た。本研究班で

はそれらの課題の整理と解決の方向性について検討した。 

 

図 1８ ヒト生体試料を用いた検体検査実施規制の体系 

  
 

研究班では「体細胞遺伝子検査(がんゲノムプロファイリング検査) における現行厚生労働省令・通知の課題」を 

以下の様に纏め検討を行った。医療機関が診療の用に供する検体検査を医療機関の外に外部委託する際には

下記の医療法 15 条の３項の定めに従い、省令（臨床検査技師等に関する法律施行規則）に定められた精度

確保に係わる基準（管理組織、検査用機械器具及び検査室、標準作業書及び台帳）を具備した検査室として

都道府県知事若しくは保健所長の届け出承認を得た衛生検査所に委託しなければならない。 

 

第十五条の三 病院、診療所又は助産所の管理者は、検体検査の業務を委託しようとするときは、次に掲げる

者に委託しなければならない。 
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一 臨床検査技師等に関する法律第二十条の三第一項の登録を受けた衛生検査所の開設者 

二 病院又は診療所その他厚生労働省令で定める場所において検体検査の業務を行う者であって、その者が

検体検査の業務を行う施設の構造設備、管理組織、検体検査の精度の確保の方法その他の事項が検体

検査の業務の適正な実施に必要なものとして厚生労働省令で定める基準に適合するもの 

 

図 1９ 診療の用に供する検体検査関連法令に基づく実施基準（保険・未保険全て対象） 

 
 

すなわち厚労省医政局が主管する医療法・臨検法上で想定される CGP 検査委受託建付けとして、医療機関

から外部委託された CGP 検査の精度の確保について、医療機関が外部委託先評価を行う事が義務付けら

れ、その受託を担う衛生検査所登録された一次委託先は、二次委託先の精度管理評価及び三次委託先の

精度管理評価を含めた品質評価し医療機関の精度管理評価に応えるべき責務がある。すなわち CGP 検査の

外部委託においては現行法令上、図 17 の上部に記載した様に委託医療機関、一次検査委託先、二次委託

先（再外注）、三次委託先の間に契約とともに依頼（発注）と結果報告（納品）請求、入金の商取引と症

例に基づく検体検査精度の確保に関する基準に基づく管理の遵守が必要となる。 

 

しかしながら保険診療としてのがんゲノムプロファイリング検査の実施・届け出条件（保険局医療課長通知、健

康局長通知の定めによる基準）の下に実施される CGP 検査の建付け（図 17）は、実施医療機関の施設

基準の定めしか無く、一次委託先、二次委託先、三次委託先の精度確保に関する評価基準が明確ではな

い。外部機関からの第三者認定を受けた民間検査機関で当該 CGP 検査の遺伝子解析（Wet 分析）を行

なえるところは日本では集荷集配網を有しないシスメックスのみでありそれ以外は海外の民間検査機関となる。

従って医療機関から外部委託を行う場合は検体集荷と配送ロジスティック機能を有する民間検査機関に委ねる

必要があり、前述の外部委託基準にしたがって一次委託先も外部の第三者認定を受けた衛生検査所が担って

いる。しかしながら実質的な Wet 分析を行っているのは二次委託先と言う事になるので二次委託先の内部精

度管理、外部精度管理評価を委託医療機関が一次委託先を通じて行う事が必要となる。委託医療機関と一

次委託先の受託契約、一次委託先と二次委託先の受委託契約と共に省令に定められた標準作業書、台帳

記録を具備した法令遵守が重要なポイントであるがこれらの確認をどの組織が担っているのかが明確で無い。また

ゲノム解析（Wet 分析）の結果報告書は二次委託先からのシステムポータルから委託医療機関に報告され、
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一次委託先から医療機関に返却されるのは報告書鏡の部分だけであり、検査依頼情報・検査結果報告情報

標準作業手順書・台帳に基づく運用と CSV（Computer System Validation）が明確でない 

 

 図 20 がんゲノムプロファイリング検査の現行法令上の精度管理の在り方と実施プロセスの乖離 

 
 

CGP 検査の設計では二次委託先で Wet 分析が行われた結果情報は、国が定めたデータ解析センターである

C-CAT に提供され、C-CAT では事前に医療機関から提供された患者症例情報を基に二次委託先から個別

のシステムポータルサイトで提供された遺伝子変異や変異の繰り返し数等の情報を基に医学文献・薬剤・治験・

臨床試験との調査を行い、調査結果報告書として委託医療機関とがんゲノム医療中核拠点病院、拠点病院に

独立したシステム連携で報告される。遺伝子解析情報を C-CAT に提供する事は検査を行なう際の患者同意

は受けているが二次委託先と C-CAT の契約関係や委託医療機関と C-CAT の契約関係も存在しない（業

務標準工程や条件、金銭の授受、検査に関わる責任の所在等を定めた約定は存在しない）。 

我が国においては、分析の結果と症例情報に基づく医学文献・薬剤・治験・臨床試験との調査基盤が無かった

事すなわち約定に基づく業務のやり取りを行なえる豊富な情報と機能を有する解析センターが存在していなかった

事、そして CGP 検査の Wet 分析を実施できる検査機関が国内には 1 社しかなかった事、医療機関においてそ

れらの情報に基づき診断治療を単独で行う基盤が無かった事から C-CAT やエキスパートパネルの仕組みが考案

された時は現行医療法ではカバーできない検査プロセスで行わざるを得なかった背景があり、CGP 検査に基づくが

んゲノム医療を必要とする患者に対する治療機会の提供と言う観点からは大変意義のある選択だった事は明確

にしておきたい。（図 21） 
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図 21 令和 4 年 3 月 4 日 厚生労働省保険局医療課長 通知 

『特掲診療料の施設基準等及びその届出に関する手続きの取扱いについて』 

令和４年８月１日厚生労働省健康局長 通知『がんゲノム医療中核拠点病院等の整備について』 

 
 

しかしながら 2019 年の CGP 検査開始から 4 年が経過し、その検査工程と精度管理の課題や検査タイミングや

推奨治療薬の適用範囲等の保険診療の在り方が再検討されている現在、本研究班としては精度管理要件に焦

点を当てて図 22 に示すように①～④のそれぞれの精度管理の責任の所在を明確にして、工程毎の精度評価をど

の様にするのかと課題の整理を行った。（図 22） 

図 22 がんゲノムプロファイリング検査の現行実施プロセスにおける精度管理の課題（概要） 
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以上の事を纏めると図 20 の様な複数の行政局が定める基準により CGP 検査を行なわざるを得なかった背景が 

あり、従前の 保険・未保険に関わらず診療の用に供する全ての検体検査全般に対して検査分野別の管理組織、

構造設備、精度確保に関する基準で規制を設計する事は限界があり、遺伝子検査に特化した精度管理基準を 

医政局が管理する検体検査関連法令の整備が必要と考えられる。 

 

   図 23 規制当局の壁：厚生労働省医政局・保険局・健康局 

 
   

Wet 解析のプロセスにおいては 2018 年度の医療法改正、臨床検査技師等に関する法律及び同政省令改正

内容に従って人的要件、構造要件、内部精度管理・外部精度管理、第三者認定を含む精度確保に関する基

準に従い、外部委託する場合は厚生労働省令にて、検体検査の精度の確保において、医療機関の管理者には

厚生労働省令を遵守した一次委託機関への外部委託が義務化されており、一次委託機関は二次・三次委託

先の管理を行う事が必要とされている。しかしながらゲノム情報解析サービス（Dry 解析）については、疑義解釈

（平成 30 年 11 月 29 日）において、遺伝子関連・染色体検査によって得られた遺伝子の配列データを受領

し、専用のソフトウェア、プログラム又はデータベース等を利用して当該遺伝子の配列データについて解析することによ

り、遺伝子変異の詳細情報等を付加する場合の精度の確保について以下の様に述べられている。 

 

※疑義解釈（平成 30 年 11 月 29 日） 

遺伝子の配列データの提出条件及び付加する情報の信頼性等について、解析を依頼する医療機関又は衛生検

査所等の関係者に周知しておくとともに、その他、作業書の作成及び情報セキュリティ対策等について、必要に応じ

て衛生検査所指導要領を参考にすることが望ましい。 

CGP 検査固有のゲノム情報解析サービス（遺伝子解析情報と症例情報を用いた医学文献・薬剤・治験・臨床

試験との調査）については現時点では外部委託では無く衛生検査所等とは一線を画す国の事業であり、国立が

ん研究センターC-CAT 情報利活用戦略室の実際の活動内容と品質保証に関する意見を頂く事が極めて重要と

考えセンター長と厚労省健康局の了解の下に研究班会議での意見交換を行う機会を得た。 

C-CAT では遺伝子配列データ自体は受け取っておらず、XML ファイルを受け取り、検出された遺伝子バリア

ントに対して、治療薬に関する情報を提供しているのみと言う事であり、Wet 検査の精度管理が正しく行われて



    

  

34 

いる事を前提に保険診療の枠組みの中で医学文献・薬剤・治験・臨床試験との調査を実施しているとの見解

を得た。CGP 検査開始当初の疑義解釈の対象は、C-CAT とは別の枠組みを想定して遺伝子配列データその

ものを受け取って臨床情報を付加し、治療薬に関する情報を調査して提供する民間機関を想定していた理解

される。しかしながら検出された遺伝子バリアントに対して、キュレーションに基づく独自プログラムにて報告書を作

成している点では、その信頼性、客観性を示す必要があると考えられる。二次委託先のゲノム分析（Wet 分

析）によって検出された遺伝子バリアントに基づき C-CAT が治療の可能性がある医薬品等の調査報告書を

がんゲノム医療中核拠点病院・拠点病院に提供する仕組みについては特殊な枠組みで行わざるを得なかった

事情があるものの、複数の組織に跨る複雑な検査工程の中で検査結果の信頼性を確保するルール作りは、民

間機関におけるゲノム分析（Wet 分析）もさることながら、C-CAT と同様な民間のゲノム情報解析サービス、

さらに難病を含む他の疾患のゲノムプロファイル検査における C-CAT の役割を担う組織を含めて広い領域の品

質保証を担保する上で重要と考えられる。ゲノム情報解析サービスの外部委託施設の基準は衛生検査所の

対象外としても、信頼性、標準作業書（検査依頼情報、検査結果情報）等、指導要領に従う実態が明ら

かでないことからまずは状況の確認と改善が必要であり、厚生労働省令にて新分類を設置する選択肢も考えら

れる。また民間のゲノム情報解析サービス業務の委託の将来の拡大を鑑み、現在の政令８業務（診療に重

要な影響を及ぼす業務でも外部委託が可能と政令で定められた業務）に加える事も理論上は可能と考えら

れる。さらにキュレーションに基づく独自プログラムは、診断等に用いる単体プログラムとして、薬機法での承認取

得も必要考えられる。 

 

それらの事を踏まえ、現在の保険診療の枠組みでの保険局・健康局が管理する CGP 検査実施基準を遵守

しつつも、診療の用に供する検体検査を行う精度管理基準は、薬事承認の有無に関わらず（LDTを含む）、

また保険償還の有無に関わらず、それを実施する全ての検査施設の実施基準、外部委託先基準として遺伝

子についてのみ検査項目別に厚生労働省令に定めるべきではないかと考えられる（図 24、図 25）。 

また複雑で高度な検査実施に基づく診断・治療においては米国における CLIAC 委員会/CDC の様な総合

司令塔機能を設置して安全で効率的ながんゲノム医療がそれを必要とする患者に届けられることが重要と考え

られる。 

図 24 診療の用に供する検体検査を行う精度管理基準：規制当局の連携提言 
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図 25  遺伝子関連検査（配列データ＋情報解析）の外部委託の選択フロー 
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参考資料 

※１ Clinical Laboratory Improvement Amendments (CLIA) 

https://www.cms.gov/regulations-and-guidance/legislation/clia 

 

 ※２PART 493 - LABORATORY REQUIREMENTS 

 https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493 

 

PART 493 - LABORATORY REQUIREMENTS  

Authority: 42 U.S.C. 263a, 1302, 1395x(e), the sentence following 1395x(s)(11) through 
1395x(s)(16).  
Source: 55 FR 9576, Mar. 14, 1990, unless otherwise noted.  

Subpart A - General Provisions 

Source: 57 FR 7139, Feb. 28, 1992, unless otherwise noted.  

§ 493.1 Basis and scope. 

This part sets forth the conditions that all laboratories must meet to be certified to perform 
testing on human specimens under the Clinical Laboratory Improvement Amendments of 1988 
(CLIA). It implements sections 1861(e) and (j), the sentence following section 1861(s)(13), 
and 1902(a)(9) of the Social Security Act, and section 353 of the Public Health Service Act, as 
amended by section 2 of the Taking Essential Steps for Testing Act of 2012. This part applies 
to all laboratories as defined under “laboratory” in § 493.2 of this part. This part also applies 
to laboratories seeking payment under the Medicare and Medicaid programs. The requirements 
are the same for Medicare approval as for CLIA certification.  

[57 FR 7139, Feb. 28, 1992, as amended at 79 FR 25480, May 2, 2014]  

§ 493.2 Definitions. 

Cross Reference 

Link to an amendment published at 87 FR 41232, July 11, 2022. 

As used in this part, unless the context indicates otherwise -  

Accredited institution means a school or program which -  

(a) Admits as regular student only persons having a certificate of graduation from a school 
providing secondary education, or the recognized equivalent of such certificate;  
(b) Is legally authorized within the State to provide a program of education beyond 
secondary education;  
(c) Provides an educational program for which it awards a bachelor's degree or provides 
not less than a 2-year program which is acceptable toward such a degree, or provides an 
educational program for which it awards a master's or doctoral degree;  
(d) Is accredited by a nationally recognized accrediting agency or association.  

https://www.cms.gov/regulations-and-guidance/legislation/clia
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493
https://www.ecfr.gov/current/title-42/part-493
https://www.govinfo.gov/link/uscode/42/263a
https://www.govinfo.gov/link/uscode/42/1302
https://www.govinfo.gov/link/uscode/42/1395x
https://www.federalregister.gov/citation/55-FR-9576
https://www.ecfr.gov/current/title-42/part-493/subpart-A
https://www.federalregister.gov/citation/57-FR-7139
https://www.ecfr.gov/current/title-42/section-493.1
https://www.ecfr.gov/current/title-42/part-493/section-493.2
https://www.federalregister.gov/citation/57-FR-7139
https://www.federalregister.gov/citation/79-FR-25480
https://www.ecfr.gov/current/title-42/section-493.2
https://www.federalregister.gov/citation/87-FR-41232
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This definition includes any foreign institution of higher education that HHS or its designee 
determines meets substantially equivalent requirements.  

Accredited laboratory means a laboratory that has voluntarily applied for and been accredited 
by a private, nonprofit accreditation organization approved by CMS in accordance with this 
part;  
Adverse action means the imposition of a principal or alternative sanction by CMS.  
ALJ stands for Administrative Law Judge.  
Alternative sanctions means sanctions that may be imposed in lieu of or in addition to 
principal sanctions. The term is synonymous with “intermediate sanctions” as used in section 
1846 of the Act.  
Analyte means a substance or constituent for which the laboratory conducts testing.  
Approved accreditation organization for laboratories means a private, nonprofit accreditation 
organization that has formally applied for and received CMS's approval based on the 
organization's compliance with this part.  
Approved State laboratory program means a licensure or other regulatory program for 
laboratories in a State, the requirements of which are imposed under State law, and the 
State laboratory program has received CMS approval based on the State's compliance with 
this part.  
Authorized person means an individual authorized under State law to order tests or receive 
test results, or both.  
Calibration means a process of testing and adjusting an instrument or test system to establish 
a correlation between the measurement response and the concentration or amount of the 
substance that is being measured by the test procedure.  
Calibration verification means the assaying of materials of known concentration in the same 
manner as patient samples to substantiate the instrument or test system's calibration 
throughout the reportable range for patient test results.  
Challenge means, for quantitative tests, an assessment of the amount of substance or analyte 
present or measured in a sample. For qualitative tests, a challenge means the determination 
of the presence or the absence of an analyte, organism, or substance in a sample.  
CLIA means the Clinical Laboratory Improvement Amendments of 1988.  
CLIA certificate means any of the following types of certificates issued by CMS or its agent: 
  

(1) Certificate of compliance means a certificate issued to a laboratory after an inspection 
that finds the laboratory to be in compliance with all applicable condition level requirements, 
or reissued before the expiration date, pending an appeal, in accordance with § 493.49, 
when an inspection has found the laboratory to be out of compliance with one or more 
condition level requirements.  

(2) Certificate for provider-performed microscopy (PPM) procedures means a 
certificate issued or reissued before the expiration date, pending an appeal, in accordance 
with § 493.47, to a laboratory in which a physician, midlevel practitioner or dentist performs 
no tests other than PPM procedures and, if desired, waived tests listed in § 493.15(c).  

(3) Certificate of accreditation means a certificate issued on the basis of the laboratory's 
accreditation by an accreditation organization approved by CMS (indicating that the 
laboratory is deemed to meet applicable CLIA requirements) or reissued before the 
expiration date, pending an appeal, in accordance with § 493.61, when a validation or 
complaint survey has found the laboratory to be noncompliant with one or more CLIA 
conditions.  

(4) Certificate of registration or registration certificate means a certificate issued or 
reissued before the expiration date, pending an appeal, in accordance with § 493.45, that 

https://www.ecfr.gov/current/title-42/section-493.49
https://www.ecfr.gov/current/title-42/section-493.47
https://www.ecfr.gov/current/title-42/section-493.15#p-493.15(c)
https://www.ecfr.gov/current/title-42/section-493.61
https://www.ecfr.gov/current/title-42/section-493.45
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enables the entity to conduct moderate or high complexity laboratory testing or both until 
the entity is determined to be in compliance through a survey by CMS or its agent; or in 
accordance with § 493.57 to an entity that is accredited by an approved accreditation 
organization.  

(5) Certificate of waiver means a certificate issued or reissued before the expiration date, 
pending an appeal, in accordance with § 493.37, to a laboratory to perform only the waived 
tests listed at § 493.15(c).  

CLIA-exempt laboratory means a laboratory that has been licensed or approved by a State 
where CMS has determined that the State has enacted laws relating to laboratory 
requirements that are equal to or more stringent than CLIA requirements and the State 
licensure program has been approved by CMS in accordance with subpart E of this part.  
Condition level deficiency means noncompliance with one or more condition level 
requirements.  
Condition level requirements means any of the requirements identified as “conditions” in § 
493.41 and subparts G through Q of this part.  
Confirmatory testing means testing performed by a second analytical procedure that could 
be used to substantiate or bring into question the result of an initial laboratory test.  
Credible allegation of compliance means a statement or documentation that -  

(1) Is made by a representative of a laboratory that has a history of having maintained a 
commitment to compliance and of taking corrective action when required;  
(2) Is realistic in terms of its being possible to accomplish the required corrective action 
between the date of the exit conference and the date of the allegation; and  
(3) Indicates that the problem has been resolved.  

Dentist means a doctor of dental medicine or doctor of dental surgery licensed by the State 
to practice dentistry within the State in which the laboratory is located.  
Distributive testing means laboratory testing performed on the same specimen, or an aliquot 
of it, that requires sharing it between two or more laboratories to obtain all data required to 
complete an interpretation or calculation necessary to provide a final reportable result for the 
originally ordered test. When such testing occurs at multiple locations with different CLIA 
certificates, it is considered distributive testing.  
Equivalency means that an accreditation organization's or a State laboratory program's 
requirements, taken as a whole, are equal to or more stringent than the CLIA requirements 
established by CMS, taken as whole. It is acceptable for an accreditation organization's or 
State laboratory program's requirements to be organized differently or otherwise vary from 
the CLIA requirements, as long as  

(1) all of the requirements taken as a whole would provide at least the same protection as 
the CLIA requirements taken as a whole; and  
(2) a finding of noncompliance with respect to CLIA requirements taken as a whole would 
be matched by a finding of noncompliance with the accreditation or State requirements 
taken as a whole.  

CMS agent means an entity with which CMS arranges to inspect laboratories and assess 
laboratory activities against CLIA requirements and may be a State survey agency, a private, 
nonprofit organization other than an approved accreditation organization, a component of 
HHS, or any other governmental component CMS approves for this purpose. In those 
instances where all of the laboratories in a State are exempt from CLIA requirements, based 
on the approval of a State's exemption request, the State survey agency is not the CMS agent.  
FDA-cleared or approved test system means a test system cleared or approved by the FDA 
through the premarket notification (510(k)) or premarket approval (PMA) process for in-vitro 
diagnostic use. Unless otherwise stated, this includes test systems exempt from FDA 
premarket clearance or approval.  
HHS means the Department of Health and Human Services, or its designee.  

https://www.ecfr.gov/current/title-42/section-493.57
https://www.ecfr.gov/current/title-42/section-493.37
https://www.ecfr.gov/current/title-42/section-493.15#p-493.15(c)
https://www.ecfr.gov/current/title-42/part-493/subpart-E
https://www.ecfr.gov/current/title-42/section-493.41
https://www.ecfr.gov/current/title-42/section-493.41
https://www.ecfr.gov/current/title-42/part-493/subpart-G
https://www.ecfr.gov/current/title-42/part-493/subpart-Q
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Immediate jeopardy means a situation in which immediate corrective action is necessary 
because the laboratory's noncompliance with one or more condition level requirements has 
already caused, is causing, or is likely to cause, at any time, serious injury or harm, or death, 
to individuals served by the laboratory or to the health or safety of the general public. This 
term is synonymous with imminent and serious risk to human health and significant hazard 
to the public health.  
Intentional violation means knowing and willful noncompliance with any CLIA condition.  
Kit means all components of a test that are packaged together.  
Laboratory means a facility for the biological, microbiological, serological, chemical, 
immunohematological, hematological, biophysical, cytological, pathological, or other 
examination of materials derived from the human body for the purpose of providing 
information for the diagnosis, prevention, or treatment of any disease or impairment of, or 
the assessment of the health of, human beings. These examinations also include procedures 
to determine, measure, or otherwise describe the presence or absence of various substances 
or organisms in the body. Facilities only collecting or preparing specimens (or both) or only 
serving as a mailing service and not performing testing are not considered laboratories.  
Midlevel practitioner means a nurse midwife, nurse practitioner, or physician assistant, 
licensed by the State within which the individual practices, if such licensing is required in the 
State in which the laboratory is located.  
Nonwaived test means any test system, assay, or examination that has not been found to 
meet the statutory criteria specified at section 353(d)(3) of the Public Health Service Act.  
Operator means the individual or group of individuals who oversee all facets of the operation 
of a laboratory and who bear primary responsibility for the safety and reliability of the results 
of all specimen testing performed in that laboratory. The term includes -  

(1) A director of the laboratory if he or she meets the stated criteria; and  
(2) The members of the board of directors and the officers of a laboratory that is a small 
corporation under subchapter S of the Internal Revenue Code.  

Owner means any person who owns any interest in a laboratory except for an interest in a 
laboratory whose stock and/or securities are publicly traded. (That is e.g., the purchase of 
shares of stock or securities on the New York Stock Exchange in a corporation owning a 
laboratory would not make a person an owner for the purpose of this regulation.)  
Party means a laboratory affected by any of the enforcement procedures set forth in this 
subpart, by CMS or the OIG, as appropriate.  
Performance characteristic means a property of a test that is used to describe its quality, e.g., 
accuracy, precision, analytical sensitivity, analytical specificity, reportable range, reference 
range, etc.  
Performance specification means a value or range of values for a performance characteristic, 
established or verified by the laboratory, that is used to describe the quality of patient test 
results.  
Physician means an individual with a doctor of medicine, doctor of osteopathy, or doctor of 
podiatric medicine degree who is licensed by the State to practice medicine, osteopathy, or 
podiatry within the State in which the laboratory is located.  
Principal sanction means the suspension, limitation, or revocation of any type of CLIA 
certificate or the cancellation of the laboratory's approval to receive Medicare payment for 
its services.  
Prospective laboratory means a laboratory that is operating under a registration certificate 
or is seeking any of the three other types of CLIA certificates.  
Rate of disparity means the percentage of sample validation inspections for a specific 
accreditation organization or State where CMS, the State survey agency or other CMS agent 
finds noncompliance with one or more condition level requirements but no comparable 
deficiencies were cited by the accreditation organization or the State, and it is reasonable to 
conclude that the deficiencies were present at the time of the most recent accreditation 
organization or State licensure inspection.  
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Example: 

Assume the State survey agency, CMS or other CMS agent performs 200 sample validation 
inspections for laboratories accredited by a single accreditation organization or licensed in an 
exempt State during a validation review period and finds that 60 of the 200 laboratories had 
one or more condition level requirements out of compliance. CMS reviews the validation and 
accreditation organization's or State's inspections of the validated laboratories and determines 
that the State or accreditation organization found comparable deficiencies in 22 of the 60 
laboratories and it is reasonable to conclude that deficiencies were present in the remaining 38 
laboratories at the time of the accreditation organization's or State's inspection. Thirty-eight 
divided by 200 equals a 19 percent rate of disparity.  

Referee laboratory means a laboratory currently in compliance with applicable CLIA 
requirements, that has had a record of satisfactory proficiency testing performance for all 
testing events for at least one year for a specific test, analyte, subspecialty, or specialty and 
has been designated by an HHS approved proficiency testing program as a referee laboratory 
for analyzing proficiency testing specimens for the purpose of determining the correct 
response for the specimens in a testing event for that specific test, analyte, subspecialty, or 
specialty.  
Reference range means the range of test values expected for a designated population of 
individuals, e.g., 95 percent of individuals that are presumed to be healthy (or normal).  
Reflex testing means confirmatory or additional laboratory testing that is automatically 
requested by a laboratory under its standard operating procedures for patient specimens 
when the laboratory's findings indicate test results that are abnormal, are outside a 
predetermined range, or meet other pre-established criteria for additional testing.  
Repeat proficiency testing referral means a second instance in which a proficiency testing 
sample, or a portion of a sample, is referred, for any reason, to another laboratory for analysis 
prior to the laboratory's proficiency testing program event cut-off date within the period of 
time encompassing the two prior survey cycles (including initial certification, recertification, 
or the equivalent for laboratories surveyed by an approved accreditation organization).  
Reportable range means the span of test result values over which the laboratory can establish 
or verify the accuracy of the instrument or test system measurement response.  
Sample in proficiency testing means the material contained in a vial, on a slide, or other unit 
that contains material to be tested by proficiency testing program participants. When possible, 
samples are of human origin.  
State includes, for purposes of this part, each of the 50 States, the District of Columbia, the 
Commonwealth of Puerto Rico, the Virgin Islands and a political subdivision of a State where 
the State, acting pursuant to State law, has expressly delegated powers to the political 
subdivision sufficient to authorize the political subdivision to act for the State in enforcing 
requirements equal to or more stringent than CLIA requirements.  
State licensure means the issuance of a license to, or the approval of, a laboratory by a State 
laboratory program as meeting standards for licensing or approval established under State 
law.  
State licensure program means a State laboratory licensure or approval program.  
State survey agency means the State health agency or other appropriate State or local 
agency that has an agreement under section 1864 of the Social Security Act and is used by 
CMS to perform surveys and inspections.  
Substantial allegation of noncompliance means a complaint from any of a variety of sources 
(including complaints submitted in person, by telephone, through written correspondence, 
or in newspaper or magazine articles) that, if substantiated, would have an impact on the 
health and safety of the general public or of individuals served by a laboratory and raises 
doubts as to a laboratory's compliance with any condition level requirement.  
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Target value for quantitative tests means either the mean of all participant responses after 
removal of outliers (those responses greater than 3 standard deviations from the original 
mean) or the mean established by definitive or reference methods acceptable for use in the 
National Reference System for the Clinical Laboratory (NRSCL) by the National Committee 
for the Clinical Laboratory Standards (NCCLS). In instances where definitive or reference 
methods are not available or a specific method's results demonstrate bias that is not observed 
with actual patient specimens, as determined by a defensible scientific protocol, a 
comparative method or a method group (“peer” group) may be used. If the method group 
is less than 10 participants, “target value” means the overall mean after outlier removal (as 
defined above) unless acceptable scientific reasons are available to indicate that such an 
evaluation is not appropriate.  

Test system means the instructions and all of the instrumentation, equipment, reagents, and 
supplies needed to perform an assay or examination and generate test results.  

Unsatisfactory proficiency testing performance means failure to attain the minimum 
satisfactory score for an analyte, test, subspecialty, or specialty for a testing event.  

Unsuccessful participation in proficiency testing means any of the following:  

(1) Unsatisfactory performance for the same analyte in two consecutive or two out of three 
testing events.  

(2) Repeated unsatisfactory overall testing event scores for two consecutive or two out of 
three testing events for the same specialty or subspecialty.  

(3) An unsatisfactory testing event score for those subspecialties not graded by analyte 
(that is, bacteriology, mycobacteriology, virology, parasitology, mycology, blood 
compatibility, immunohematology, or syphilis serology) for the same subspecialty for two 
consecutive or two out of three testing events.  

(4) Failure of a laboratory performing gynecologic cytology to meet the standard at § 
493.855.  

Unsuccessful proficiency testing performance means a failure to attain the minimum 
satisfactory score for an analyte, test, subspecialty, or specialty for two consecutive or two 
of three consecutive testing events.  

Validation review period means the one year time period during which CMS conducts 
validation inspections and evaluates the results of the most recent surveys performed by an 
accreditation organization or State laboratory program.  

Waived test means a test system, assay, or examination that HHS has determined meets the 
CLIA statutory criteria as specified for waiver under section 353(d)(3) of the Public Health 
Service Act.  

[57 FR 7139, Feb. 28, 1992, as amended at 57 FR 7236, Feb. 28, 1992; 57 FR 34013, July 
31, 1992; 57 FR 35761, Aug. 11, 1992; 58 FR 5220, Jan. 19, 1993; 58 FR 48323, Sept. 15, 
1993; 60 FR 20043, Apr. 24, 1995; 63 FR 26732, May 14, 1998; 68 FR 3702, Jan. 24, 2003; 
68 FR 50723, Aug. 22, 2003; 79 FR 25480, May 2, 2014; 79 FR 27157, May 12, 2014; 85 FR 
54873, Sept. 2, 2020]  

§ 493.3 Applicability. 

https://www.ecfr.gov/current/title-42/section-493.855
https://www.ecfr.gov/current/title-42/section-493.855
https://www.federalregister.gov/citation/57-FR-7139
https://www.federalregister.gov/citation/57-FR-7236
https://www.federalregister.gov/citation/57-FR-34013
https://www.federalregister.gov/citation/57-FR-35761
https://www.federalregister.gov/citation/58-FR-5220
https://www.federalregister.gov/citation/58-FR-48323
https://www.federalregister.gov/citation/60-FR-20043
https://www.federalregister.gov/citation/63-FR-26732
https://www.federalregister.gov/citation/68-FR-3702
https://www.federalregister.gov/citation/68-FR-50723
https://www.federalregister.gov/citation/79-FR-25480
https://www.federalregister.gov/citation/79-FR-27157
https://www.federalregister.gov/citation/85-FR-54873
https://www.federalregister.gov/citation/85-FR-54873
https://www.ecfr.gov/current/title-42/section-493.3


    

  

42 

(a) Basic rule. Except as specified in paragraph (b) of this section, a laboratory will be cited 
as out of compliance with section 353 of the Public Health Service Act unless it -  

(1) Has a current, unrevoked or unsuspended certificate of waiver, registration certificate, 
certificate of compliance, certificate for PPM procedures, or certificate of accreditation 
issued by HHS applicable to the category of examinations or procedures performed by the 
laboratory; or  

(2) Is CLIA-exempt.  

(b) Exception. These rules do not apply to components or functions of -  

(1) Any facility or component of a facility that only performs testing for forensic purposes;  

(2) Research laboratories that test human specimens but do not report patient specific 
results for the diagnosis, prevention or treatment of any disease or impairment of, or the 
assessment of the health of individual patients; or  

(3) Laboratories certified by the Substance Abuse and Mental Health Services 
Administration (SAMHSA), in which drug testing is performed which meets SAMHSA 
guidelines and regulations. However, all other testing conducted by a SAMHSA-certified 
laboratory is subject to this rule.  

(c) Federal laboratories. Laboratories under the jurisdiction of an agency of the Federal 
Government are subject to the rules of this part, except that the Secretary may modify the 
application of such requirements as appropriate.  

[57 FR 7139, Feb. 28, 1992, as amended at 58 FR 5221, Jan. 19, 1993; 60 FR 20043, Apr. 
24, 1995; 68 FR 3702, Jan. 24, 2003]  

§ 493.5 Categories of tests by complexity. 

(a) Laboratory tests are categorized as one of the following:  

(1) Waived tests.  
(2) Tests of moderate complexity, including the subcategory of PPM procedures.  
(3) Tests of high complexity.  

(b) A laboratory may perform only waived tests, only tests of moderate complexity, only PPM 
procedures, only tests of high complexity or any combination of these tests.  
(c) Each laboratory must be either CLIA-exempt or possess one of the following CLIA 
certificates, as defined in § 493.2:  

(1) Certificate of registration or registration certificate.  
(2) Certificate of waiver.  
(3) Certificate for PPM procedures.  
(4) Certificate of compliance.  
(5) Certificate of accreditation.  

[60 FR 20043, Apr. 24, 1995]  

§ 493.15 Laboratories performing waived tests. 

(a) Requirement. Tests for certificate of waiver must meet the descriptive criteria specified 
in paragraph (b) of this section.  

https://www.ecfr.gov/current/title-42/section-493.3#p-493.3(b)
https://www.federalregister.gov/citation/57-FR-7139
https://www.federalregister.gov/citation/58-FR-5221
https://www.federalregister.gov/citation/60-FR-20043
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.5
https://www.ecfr.gov/current/title-42/section-493.2
https://www.federalregister.gov/citation/60-FR-20043
https://www.ecfr.gov/current/title-42/section-493.15
https://www.ecfr.gov/current/title-42/section-493.15#p-493.15(b)
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(b) Criteria. Test systems are simple laboratory examinations and procedures which -  

(1) Are cleared by FDA for home use;  

(2) Employ methodologies that are so simple and accurate as to render the likelihood of 
erroneous results negligible; or  

(3) Pose no reasonable risk of harm to the patient if the test is performed incorrectly.  

(c) Certificate of waiver tests. A laboratory may qualify for a certificate of waiver under 
section 353 of the PHS Act if it restricts the tests that it performs to one or more of the 
following tests or examinations (or additional tests added to this list as provided under 
paragraph (d) of this section) and no others:  

(1) Dipstick or Tablet Reagent Urinalysis (non-automated) for the following:  
(i) Bilirubin;  
(ii) Glucose;  
(iii) Hemoglobin;  
(iv) Ketone;  
(v) Leukocytes;  
(vi) Nitrite;  
(vii) pH;  
(viii) Protein;  
(ix) Specific gravity; and  
(x) Urobilinogen.  

(2) Fecal occult blood-non-automated;  
(3) Ovulation tests - visual color comparison tests for human luteinizing hormone;  
(4) Urine pregnancy tests - visual color comparison tests;  
(5) Erythrocyte sedimentation rate - non-automated;  
(6) Hemoglobin - copper sulfate - non-automated;  
(7) Blood glucose by glucose monitoring devices cleared by the FDA specifically for home 
use;  
(8) Spun microhematocrit; and  
(9) Hemoglobin by single analyte instruments with self-contained or component features 
to perform specimen/reagent interaction, providing direct measurement and readout.  

(d) Revisions to criteria for test categorization and the list of waived tests. HHS will 
determine whether a laboratory test meets the criteria listed under paragraph (b) of this 
section for a waived test. Revisions to the list of waived tests approved by HHS will be 
published in the Federal Register in a notice with opportunity for comment.  
(e) Laboratories eligible for a certificate of waiver must -  

(1) Follow manufacturers' instructions for performing the test; and  
(2) Meet the requirements in subpart B, Certificate of Waiver, of this part.  

[57 FR 7139, Feb. 28, 1992, as amended at 58 FR 5221, Jan. 19, 1993; 82 FR 48773, Oct. 
20, 2017]  

§ 493.17 Test categorization. 

(a) Categorization by criteria. Notices will be published in the Federal Register which list 
each specific test system, assay, and examination categorized by complexity. Using the seven 
criteria specified in this paragraph for categorizing tests of moderate or high complexity, each 
specific laboratory test system, assay, and examination will be graded for level of complexity 
by assigning scores of 1, 2, or 3 within each criteria. The score of “1” indicates the lowest 

https://www.ecfr.gov/current/title-42/section-493.15#p-493.15(d)
https://www.ecfr.gov/current/title-42/section-493.15#p-493.15(b)
https://www.federalregister.gov/citation/57-FR-7139
https://www.federalregister.gov/citation/58-FR-5221
https://www.federalregister.gov/citation/82-FR-48773
https://www.ecfr.gov/current/title-42/section-493.17
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level of complexity, and the score of “3” indicates the highest level. These scores will be 
totaled. Test systems, assays or examinations receiving scores of 12 or less will be 
categorized as moderate complexity, while those receiving scores above 12 will be 
categorized as high complexity.  

Note: 

A score of “2” will be assigned to a criteria heading when the characteristics for a particular 
test are intermediate between the descriptions listed for scores of “1” and “3.” 

(1) Knowledge -  
(i) Score 1.  

(A) Minimal scientific and technical knowledge is required to perform the test; and  
(B) Knowledge required to perform the test may be obtained through on-the-job 
instruction.  
(ii) Score 3. Specialized scientific and technical knowledge is essential to perform 
preanalytic, analytic or postanalytic phases of the testing.  

(2) Training and experience -  
(i) Score 1.  
(A) Minimal training is required for preanalytic, analytic and postanalytic phases of the 
testing process; and  
(B) Limited experience is required to perform the test.  
(ii) Score 3.  
(A) Specialized training is essential to perform the preanalytic, analytic or postanalytic 
testing process; or  
(B) Substantial experience may be necessary for analytic test performance.  

(3) Reagents and materials preparation -  
(i) Score 1.  
(A) Reagents and materials are generally stable and reliable; and  
(B) Reagents and materials are prepackaged, or premeasured, or require no special 
handling, precautions or storage conditions.  

(ii) Score 3.  
(A) Reagents and materials may be labile and may require special handling to assure 
reliability; or  
(B) Reagents and materials preparation may include manual steps such as gravimetric 
or volumetric measurements.  

(4) Characteristics of operational steps -  
(i) Score 1. Operational steps are either automatically executed (such as pipetting, 
temperature monitoring, or timing of steps), or are easily controlled.  
(ii) Score 3. Operational steps in the testing process require close monitoring or control, 
and may require special specimen preparation, precise temperature control or timing of 
procedural steps, accurate pipetting, or extensive calculations.  

(5) Calibration, quality control, and proficiency testing materials -  
(i) Score 1.  

(A) Calibration materials are stable and readily available;  
(B) Quality control materials are stable and readily available; and  
(C) External proficiency testing materials, when available, are stable.  

(ii) Score 3.  
(A) Calibration materials, if available, may be labile;  
(B) Quality control materials may be labile, or not available; or  
(C) External proficiency testing materials, if available, may be labile.  

(6) Test system troubleshooting and equipment maintenance -  
(i) Score 1.  
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(A) Test system troubleshooting is automatic or self-correcting, or clearly described or 
requires minimal judgment; and  
(B) Equipment maintenance is provided by the manufacturer, is seldom needed, or can 
easily be performed.  

(ii) Score 3.  
(A) Troubleshooting is not automatic and requires decision-making and direct 
intervention to resolve most problems; or  
(B) Maintenance requires special knowledge, skills, and abilities.  

(7) Interpretation and judgment -  
(i) Score 1.  

(A) Minimal interpretation and judgment are required to perform preanalytic, analytic 
and postanalytic processes; and  
(B) Resolution of problems requires limited independent interpretation and judgment; 
and  

(ii) Score 3.  
(A) Extensive independent interpretation and judgment are required to perform the 
preanalytic, analytic or postanalytic processes; and  
(B) Resolution of problems requires extensive interpretation and judgment.  

(b) Revisions to the criteria for categorization. The Clinical Laboratory Improvement 
Advisory Committee, as defined in subpart T of this part, will conduct reviews upon request 
of HHS and recommend to HHS revisions to the criteria for categorization of tests.  

(c) Process for device/test categorization utilizing the scoring system under § 
493.17(a).  

(1)  

(i) For new commercial test systems, assays, or examinations, the manufacturer, as part 
of its 510(k) and PMA application to FDA, will submit supporting data for device/test 
categorization. FDA will determine the complexity category, notify the manufacturers 
directly, and will simultaneously inform both CMS and CDC of the device/test category. 
FDA will consult with CDC concerning test categorization in the following three situations:  

(A) When categorizing previously uncategorized new technology;  

(B) When FDA determines it to be necessary in cases involving a request for a change 
in categorization; and  

(C) If a manufacturer requests review of a categorization decision by FDA in accordance 
with 21 CFR 10.75.  

(ii) Test categorization will be effective as of the notification to the applicant.  

(2) For test systems, assays, or examinations not commercially available, a laboratory or 
professional group may submit a written request for categorization to PHS. These requests 
will be forwarded to CDC for evaluation; CDC will determine complexity category and notify 
the applicant, CMS, and FDA of the categorization decision. In the case of request for a 
change of category or for previously uncategorized new technology, PHS will receive the 
request application and forward it to CDC for categorization.  

https://www.ecfr.gov/current/title-42/part-493/subpart-T
https://www.ecfr.gov/current/title-42/section-493.17#p-493.17(a)
https://www.ecfr.gov/current/title-42/section-493.17#p-493.17(a)
https://www.ecfr.gov/current/title-21/section-10.75
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(3) A request for recategorization will be accepted for review if it is based on new 
information not previously submitted in a request for categorization or recategorization by 
the same applicant and will not be considered more frequently than once per year.  

(4) If a laboratory test system, assay or examination does not appear on the lists of tests 
in the Federal Register notices, it is considered to be a test of high complexity until PHS, 
upon request, reviews the matter and notifies the applicant of its decision. Test 
categorization is effective as of the notification to the applicant.  

(5) PHS will publish revisions periodically to the list of moderate and high complexity tests 
in the Federal Register in a notice with opportunity for comment.  

[57 FR 7139, Feb. 28, 1992, as amended at 58 FR 5222, Jan. 19, 1993]  

§ 493.19 Provider-performed microscopy (PPM) procedures. 

(a) Requirement. To be categorized as a PPM procedure, the procedure must meet the 
criteria specified in paragraph (b) of this section.  

(b) Criteria. Procedures must meet the following specifications:  

(1) The examination must be personally performed by one of the following practitioners:  

(i) A physician during the patient's visit on a specimen obtained from his or her own 
patient or from a patient of a group medical practice of which the physician is a member 
or an employee.  

(ii) A midlevel practitioner, under the supervision of a physician or in independent practice 
only if authorized by the State, during the patient's visit on a specimen obtained from his 
or her own patient or from a patient of a clinic, group medical practice, or other health 
care provider of which the midlevel practitioner is a member or an employee.  

(iii) A dentist during the patient's visit on a specimen obtained from his or her own patient 
or from a patient of a group dental practice of which the dentist is a member or an 
employee.  

(2) The procedure must be categorized as moderately complex.  

(3) The primary instrument for performing the test is the microscope, limited to bright-field 
or phase-contrast microscopy.  

(4) The specimen is labile or delay in performing the test could compromise the accuracy 
of the test result.  

(5) Control materials are not available to monitor the entire testing process.  

(6) Limited specimen handling or processing is required.  

(c) Provider-performed microscopy (PPM) examinations. A laboratory may qualify to 
perform tests under this section if it restricts PPM examinations to one or more of the 
following procedures (or additional procedures added to this list as provided under paragraph 
(d) of this section), waived tests and no others:  

https://www.federalregister.gov/citation/57-FR-7139
https://www.federalregister.gov/citation/58-FR-5222
https://www.ecfr.gov/current/title-42/section-493.19
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(b)
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(d)
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(d)
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(1) All direct wet mount preparations for the presence or absence of bacteria, fungi, 
parasites, and human cellular elements.  
(2) All potassium hydroxide (KOH) preparations.  
(3) Pinworm examinations.  
(4) Fern tests.  
(5) Post-coital direct, qualitative examinations of vaginal or cervical mucous.  
(6) Urine sediment examinations.  
(7) Nasal smears for granulocytes.  
(8) Fecal leukocyte examinations.  
(9) Qualitative semen analysis (limited to the presence or absence of sperm and detection 
of motility).  

(d) Revisions to criteria and the list of PPM procedures.  

(1) The CLIAC conducts reviews upon HHS' request and recommends to HHS revisions to 
the criteria for categorization of procedures.  

(2) HHS determines whether a laboratory procedure meets the criteria listed under 
paragraph (b) of this section for a PPM procedure. Revisions to the list of PPM procedures 
proposed by HHS are published in the Federal Register as a notice with an opportunity for 
public comment.  

(e) Laboratory requirements. Laboratories eligible to perform PPM examinations must -  

(1) Meet the applicable requirements in subpart C or subpart D, and subparts F, H, J, K, 
and M of this part.  
(2) Be subject to inspection as specified under subpart Q of this part.  

[60 FR 20044, Apr. 24, 1995; 68 FR 50723, Aug. 22, 2003]  
§ 493.20 Laboratories performing tests of moderate complexity. 

(a) A laboratory may qualify for a certificate to perform tests of moderate complexity provided 
that it restricts its test performance to waived tests or examinations and one or more tests 
or examinations meeting criteria for tests of moderate complexity including the subcategory 
of PPM procedures.  
(b) A laboratory that performs tests or examinations of moderate complexity must meet the 
applicable requirements in subpart C or subpart D, and subparts F, H, J, K, M, and Q of this 
part. Under a registration certificate or certificate of compliance, laboratories also performing 
PPM procedures must meet the inspection requirements at §§ 493.1773 and 493.1777.  
(c) If the laboratory also performs waived tests, compliance with § 493.801(a) and (b)(7) 
and subparts J, K, and M of this part is not applicable to the waived tests. However, the 
laboratory must comply with the requirements in §§ 493.15(e), 493.801(b)(1) through (6), 
493.1771, 493.1773, and 493.1775.  

[60 FR 20044, Apr. 24, 1995, as amended at 68 FR 3702, Jan. 24, 2003; 68 FR 50723, Aug. 
22, 2003; 87 FR 41232, July 11, 2022]  
§ 493.25 Laboratories performing tests of high complexity. 

(a) A laboratory must obtain a certificate for tests of high complexity if it performs one or 
more tests that meet the criteria for tests of high complexity as specified in § 493.17(a).  
(b) A laboratory performing one or more tests of high complexity must meet the applicable 
requirements of subpart C or subpart D, and subparts F, H, J, K, M, and Q of this part.  
(c) If the laboratory also performs tests of moderate complexity, the applicable requirements 
of subparts H, J, K, M, and Q of this part must be met. Under a registration certificate or 
certificate of compliance, PPM procedures must meet the inspection requirements at §§ 
493.1773 and 493.1777.  
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(d) If the laboratory also performs waived tests, compliance with §§ 493.801(a) and 
493.801(b)(7) and subparts J, K, and M of this part are not applicable to the waived tests. 
However, the laboratory must comply with the requirements in §§ 493.15(e), 493.801(b)(1) 
through (6), 493.1771, 493.1773, and 493.1775.  

[57 FR 7139, Feb. 28, 1992, as amended at 60 FR 20044, Apr. 24, 1995; 68 FR 3702, Jan. 
24, 2003; 68 FR 50723, Aug. 22, 2003; 87 FR 41232, July 11, 2022]  
 
Subpart B - Certificate of Waiver 
 
Source: 57 FR 7142, Feb. 28, 1992, unless otherwise noted.  
§ 493.35 Application for a certificate of waiver. 

(a) Filing of application. Except as specified in paragraph (b) of this section, a laboratory 
performing only one or more waived tests listed in § 493.15 must file a separate application 
for each laboratory location.  
(b) Exceptions.  

(1) Laboratories that are not at a fixed location, that is, laboratories that move from testing 
site to testing site, such as mobile units providing laboratory testing, health screening fairs, 
or other temporary testing locations may be covered under the certificate of the designated 
primary site or home base, using its address.  
(2) Not-for-profit or Federal, State, or local government laboratories that engage in limited 
(not more than a combination of 15 moderately complex or waived tests per certificate) 
public health testing may file a single application.  
(3) Laboratories within a hospital that are located at contiguous buildings on the same 
campus and under common direction may file a single application or multiple applications 
for the laboratory sites within the same physical location or street address.  

(c) Application format and contents. The application must -  
(1) Be made to HHS or its designee on a form or forms prescribed by HHS;  
(2) Be signed by an owner, or by an authorized representative of the laboratory who attests 
that the laboratory will be operated in accordance with requirements established by the 
Secretary under section 353 of the PHS Act; and  
(3) Describe the characteristics of the laboratory operation and the examinations and other 
test procedures performed by the laboratory including -  

(i) The name and the total number of test procedures and examinations performed 
annually (excluding tests the laboratory may run for quality control, quality assurance or 
proficiency testing purposes;  
(ii) The methodologies for each laboratory test procedure or examination performed, or 
both; and  
(iii) The qualifications (educational background, training, and experience) of the personnel 
directing and supervising the laboratory and performing the laboratory examinations and 
test procedures.  

(d) Access requirements. Laboratories that perform one or more waived tests listed in § 
493.15(c) and no other tests must meet the following conditions:  

(1) Make records available and submit reports to HHS as HHS may reasonably require to 
determine compliance with this section and § 493.15(e);  
(2) Agree to permit announced and unannounced inspections by HHS in accordance with 
subpart Q of this part under the following circumstances:  

(i) When HHS has substantive reason to believe that the laboratory is being operated in 
a manner that constitutes an imminent and serious risk to human health.  
(ii) To evaluate complaints from the public.  
(iii) On a random basis to determine whether the laboratory is performing tests not listed 
in § 493.15.  
(iv) To collect information regarding the appropriateness of waiver of tests listed in § 
493.15.  
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(e) Denial of application. If HHS determines that the application for a certificate of waiver 
is to be denied, HHS will -  

(1) Provide the laboratory with a written statement of the grounds on which the denial is 
based and an opportunity for appeal, in accordance with the procedures set forth in subpart 
R of this part;  
(2) Notify a laboratory that has its application for a certificate of waiver denied that it cannot 
operate as a laboratory under the PHS Act unless the denial is overturned at the conclusion 
of the administrative appeals process provided by subpart R; and  
(3) Notify the laboratory that it is not eligible for payment under the Medicare and Medicaid 
programs.  

[57 FR 7142, Feb. 28, 1992, as amended at 58 FR 5222, Jan. 19, 1993; 60 FR 20044, Apr. 
24, 1995]  

§ 493.37 Requirements for a certificate of waiver. 

(a) HHS will issue a certificate of waiver to a laboratory only if the laboratory meets the 
requirements of § 493.35.  

(b) Laboratories issued a certificate of waiver -  

(1) Are subject to the requirements of this subpart and § 493.15(e) of subpart A of this 
part; and  

(2) Must permit announced or unannounced inspections by HHS in accordance with subpart 
Q of this part.  

(c) Laboratories must remit the certificate of waiver fee specified in subpart F of this part.  

(d) In accordance with subpart R of this part, HHS will suspend or revoke or limit a 
laboratory's certificate of waiver for failure to comply with the requirements of this subpart. 
In addition, failure to meet the requirements of this subpart will result in suspension or denial 
of payments under Medicare and Medicaid in accordance with subpart R of this part.  

(e)  

(1) A certificate of waiver issued under this subpart is valid for no more than 2 years. In 
the event of a non-compliance determination resulting in HHS action to revoke, suspend, 
or limit the laboratory's certificate of waiver, HHS will provide the laboratory with a 
statement of grounds on which the determination of non-compliance is based and offer an 
opportunity for appeal as provided in subpart R of this part.  

(2) If the laboratory requests a hearing within the time specified by HHS, it retains its 
certificate of waiver or reissued certificate of waiver until a decision is made by an 
administrative law judge, as specified in subpart R of this part, except when HHS finds that 
conditions at the laboratory pose an imminent and serious risk to human health.  
(3) For laboratories receiving payment from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory 
of a non-compliance determination even if there has been no appeals decision issued.  

(f) A laboratory seeking to renew its certificate of waiver must -  

(1) Complete the renewal application prescribed by HHS and return it to HHS not less than 
9 months nor more than 1 year before the expiration of the certificate; and  
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(2) Meet the requirements of §§ 493.35 and 493.37.  

(g) A laboratory with a certificate of waiver that wishes to perform examinations or tests not 
listed in the waiver test category must meet the requirements set forth in subpart C or 
subpart D of this part, as applicable.  

[57 FR 7142, Feb. 28, 1992, as amended at 58 FR 5222, Jan. 19, 1993; 60 FR 20045, Apr. 
24, 1995]  

§ 493.39 Notification requirements for laboratories issued a certificate of waiver. 

Laboratories performing one or more tests listed in § 493.15 and no others must notify HHS 
or its designee -  

(a) Before performing and reporting results for any test or examination that is not specified 
under § 493.15 for which the laboratory does not have the appropriate certificate as required 
in subpart C or subpart D of this part, as applicable; and  

(b) Within 30 days of any change(s) in -  

(1) Ownership;  

(2) Name;  

(3) Location; or  

(4) Director.  

[57 FR 7142, Feb. 28, 1992, as amended at 60 FR 20045, Apr. 24, 1995]  

§ 493.41 Condition: Reporting of SARS-CoV-2 test results. 

During the Public Health Emergency, as defined in § 400.200 of this chapter, each laboratory 
that performs a test that is intended to detect SARS-CoV-2 or to diagnose a possible case of 
COVID-19 (hereinafter referred to as a “SARS-CoV-2 test”) must report SARS-CoV-2 test 
results to the Secretary in such form and manner, and at such timing and frequency, as the 
Secretary may prescribe.  

[85 FR 54873, Sept. 2, 2020]  

Subpart C - Registration Certificate, Certificate for Provider-performed Microscopy 
Procedures, and Certificate of Compliance 

Source: 57 FR 7143, Feb. 28, 1992, unless otherwise noted.  

§ 493.43 Application for registration certificate, certificate for provider-performed 
microscopy (PPM) procedures, and certificate of compliance. 

(a) Filing of application. Except as specified in paragraph (b) of this section, all laboratories 
performing nonwaived testing must file a separate application for each laboratory location.  

(b) Exceptions.  

https://www.ecfr.gov/current/title-42/section-493.35
https://www.ecfr.gov/current/title-42/section-493.37
https://www.ecfr.gov/current/title-42/part-493/subpart-D
https://www.federalregister.gov/citation/57-FR-7142
https://www.federalregister.gov/citation/58-FR-5222
https://www.federalregister.gov/citation/60-FR-20045
https://www.ecfr.gov/current/title-42/section-493.39
https://www.ecfr.gov/current/title-42/section-493.15
https://www.ecfr.gov/current/title-42/section-493.15
https://www.ecfr.gov/current/title-42/part-493/subpart-D
https://www.federalregister.gov/citation/57-FR-7142
https://www.federalregister.gov/citation/60-FR-20045
https://www.ecfr.gov/current/title-42/section-493.41
https://www.ecfr.gov/current/title-42/section-400.200
https://www.federalregister.gov/citation/85-FR-54873
https://www.ecfr.gov/current/title-42/part-493/subpart-C
https://www.ecfr.gov/current/title-42/part-493/subpart-C
https://www.federalregister.gov/citation/57-FR-7143
https://www.ecfr.gov/current/title-42/section-493.43
https://www.ecfr.gov/current/title-42/section-493.43
https://www.ecfr.gov/current/title-42/section-493.43#p-493.43(b)


    

  

51 

(1) Laboratories that are not at a fixed location, that is, laboratories that move from testing 
site to testing site, such as mobile units providing laboratory testing, health screening fairs, 
or other temporary testing locations may be covered under the certificate of the designated 
primary site or home base, using its address.  

(2) Not-for-profit or Federal, State, or local government laboratories that engage in limited 
(not more than a combination of 15 moderately complex or waived tests per certificate) 
public health testing may file a single application.  

(3) Laboratories within a hospital that are located at contiguous buildings on the same 
campus and under common direction may file a single application or multiple applications 
for the laboratory sites within the same physical location or street address.  

(c) Application format and contents. The application must -  

(1) Be made to HHS or its designee on a form or forms prescribed by HHS;  

(2) Be signed by an owner, or by an authorized representative of the laboratory who attests 
that the laboratory will be operated in accordance with the requirements established by the 
Secretary under section 353 of the Public Health Service Act; and  

(3) Describe the characteristics of the laboratory operation and the examinations and other 
test procedures performed by the laboratory including -  

(i) The name and total number of test procedures and examinations performed annually 
(excluding waived tests or tests for quality control, quality assurance or proficiency testing 
purposes);  

(ii) The methodologies for each laboratory test procedure or examination performed, or 
both;  

(iii) The qualifications (educational background, training, and experience) of the personnel 
directing and supervising the laboratory and performing the examinations and test 
procedures.  

(d) Access and reporting requirements. All laboratories must make records available and 
submit reports to HHS as HHS may reasonably require to determine compliance with this 
section.  

[57 FR 7143, Feb. 28, 1992, as amended at 58 FR 5222, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20045, Apr. 24, 1995; 68 FR 3702, Jan. 24, 2003]  

§ 493.45 Requirements for a registration certificate. 

Laboratories performing only waived tests, PPM procedures, or any combination of these tests, 
are not required to obtain a registration certificate.  

(a) A registration certificate is required -  

(1) Initially for all laboratories performing test procedures of moderate complexity (other 
than the subcategory of PPM procedures) or high complexity, or both; and  
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(2) For all laboratories that have been issued a certificate of waiver or certificate for PPM 
procedures that intend to perform tests of moderate or high complexity, or both, in addition 
to those tests listed in § 493.15(c) or specified as PPM procedures.  

(b) HHS will issue a registration certificate if the laboratory -  

(1) Complies with the requirements of § 493.43;  

(2) Agrees to notify HHS or its designee within 30 days of any changes in ownership, name, 
location, director or technical supervisor (laboratories performing high complexity testing 
only);  

(3) Agrees to treat proficiency testing samples in the same manner as it treats patient 
specimens; and  

(4) Remits the fee for the registration certificate, as specified in subpart F of this part.  

(c) Prior to the expiration of the registration certificate, a laboratory must -  

(1) Remit the certificate fee specified in subpart F of this part;  

(2) Be inspected by HHS as specified in subpart Q of this part; and  

(3) Demonstrate compliance with the applicable requirements of this subpart and subparts 
H, J, K, M, and Q of this part.  

(d) In accordance with subpart R of this part, HHS will initiate suspension or revocation of a 
laboratory's registration certificate and will deny the laboratory's application for a certificate 
of compliance for failure to comply with the requirements set forth in this subpart. HHS may 
also impose certain alternative sanctions. In addition, failure to meet the requirements of this 
subpart will result in suspension of payments under Medicare and Medicaid as specified in 
subpart R of this part.  

(e) A registration certificate is -  

(1) Valid for a period of no more than two years or until such time as an inspection to 
determine program compliance can be conducted, whichever is shorter; and  

(2) Not renewable; however, the registration certificate may be reissued if compliance has 
not been determined by HHS prior to the expiration date of the registration certificate.  

(f) In the event of a noncompliance determination resulting in an HHS denial of a laboratory's 
certificate of compliance application, HHS will provide the laboratory with a statement of 
grounds on which the noncompliance determination is based and offer an opportunity for 
appeal as provided in subpart R.  

(g) If the laboratory requests a hearing within the time specified by HHS, it retains its 
registration certificate or reissued registration certificate until a decision is made by an 
administrative law judge as provided in subpart R of this part, except when HHS finds that 
conditions at the laboratory pose an imminent and serious risk to human health.  
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(h) For laboratories receiving payment from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory of 
denial of the certificate application even if there has been no appeals decision issued.  

[57 FR 7143, Feb. 28, 1992, as amended at 58 FR 5223, Jan. 19, 1993; 60 FR 20045, Apr. 
24, 1995; 68 FR 3702, Jan. 24, 2003]  

§ 493.47 Requirements for a certificate for provider-performed microscopy (PPM) 
procedures. 

(a) A certificate for PPM procedures is required -  

(1) Initially for all laboratories performing test procedures specified as PPM procedures; 
and  

(2) For all certificate of waiver laboratories that intend to perform only test procedures 
specified as PPM procedures in addition to those tests listed in § 493.15(c).  

(b) HHS will issue a certificate for PPM procedures if the laboratory -  

(1) Complies with the requirements of § 493.43; and  

(2) Remits the fee for the certificate, as specified in subpart F of this part.  

(c) Laboratories issued a certificate for PPM procedures are subject to -  

(1) The notification requirements of § 493.53;  

(2) The applicable requirements of this subpart and subparts H, J, K, and M of this part; 
and  

(3) Inspection only under the circumstances specified under §§ 493.1773 and 493.1775, 
but are not routinely inspected to determine compliance with the requirements specified in 
paragraphs (c) (1) and (2) of this section.  

(d) In accordance with subpart R of this part, HHS will initiate suspension, limitation, or 
revocation of a laboratory's certificate for PPM procedures for failure to comply with the 
applicable requirements set forth in this subpart. HHS may also impose certain alternative 
sanctions. In addition, failure to meet the requirements of this subpart may result in 
suspension of all or part of payments under Medicare and Medicaid, as specified in subpart R 
of this part.  

(e) A certificate for PPM procedures is valid for a period of no more than 2 years.  

[58 FR 5223, Jan. 19, 1993, as amended at 60 FR 20045, Apr. 24, 1995; 68 FR 3702, Jan. 
24, 2003; 68 FR 50723, Aug. 22, 2003]  

§ 493.49 Requirements for a certificate of compliance. 

A certificate of compliance may include any combination of tests categorized as high complexity 
or moderate complexity or listed in § 493.15(c) as waived tests. Moderate complexity tests 
may include those specified as PPM procedures.  
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(a) HHS will issue a certificate of compliance to a laboratory only if the laboratory -  

(1) Meets the requirements of §§ 493.43 and 493.45;  

(2) Remits the certificate fee specified in subpart F of this part; and  

(3) Meets the applicable requirements of this subpart and subparts H, J, K, M, and Q of this 
part.  

(b) Laboratories issued a certificate of compliance -  

(1) Are subject to the notification requirements of § 493.51; and  

(2) Must permit announced or unannounced inspections by HHS in accordance with subpart 
Q of this part -  

(i) To determine compliance with the applicable requirements of this part;  

(ii) To evaluate complaints;  

(iii) When HHS has substantive reason to believe that tests are being performed, or the 
laboratory is being operated in a manner that constitutes an imminent and serious risk to 
human health; and  

(iv) To collect information regarding the appropriateness of tests listed in § 493.15 or 
tests categorized as moderate complexity (including the subcategory) or high complexity.  

(c) Failure to comply with the requirements of this subpart will result in -  

(1) Suspension, revocation or limitation of a laboratory's certificate of compliance in 
accordance with subpart R of this part; and  

(2) Suspension or denial of payments under Medicare and Medicaid in accordance with 
subpart R of this part.  

(d) A certificate of compliance issued under this subpart is valid for no more than 2 years.  

(e) In the event of a noncompliance determination resulting in an HHS action to revoke, 
suspend or limit the laboratory's certificate of compliance, HHS will -  

(1) Provide the laboratory with a statement of grounds on which the determination of 
noncompliance is based; and  

(2) Offer an opportunity for appeal as provided in subpart R of this part. If the laboratory 
requests a hearing within 60 days of the notice of sanction, it retains its certificate of 
compliance or reissued certificate of compliance until a decision is made by an 
administrative law judge (ALJ) as provided in subpart R of this part, except when HHS finds 
that conditions at the laboratory pose an imminent and serious risk to human health or 
when the criteria at § 493.1840(a) (4) and (5) are met.  
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(f) For laboratories receiving payment from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory of 
a noncompliance determination even if there has been no appeals decision issued.  

(g) A laboratory seeking to renew its certificate of compliance must -  

(1) Complete and return the renewal application to HHS 9 to 12 months prior to the 
expiration of the certificate of compliance; and  

(2) Meet the requirements of § 493.43 and paragraphs (a)(2) and (b)(2) of this section.  

(h) If HHS determines that the application for the renewal of a certificate of compliance must 
be denied or limited, HHS will notify the laboratory in writing of the -  

(1) Basis for denial of the application; and  

(2) Opportunity for appeal as provided in subpart R of this part.  

(i) If the laboratory requests a hearing within the time period specified by HHS, the laboratory 
retains its certificate of compliance or reissued certificate of compliance until a decision is 
made by an ALJ as provided in subpart R, except when HHS finds that conditions at the 
laboratory pose an imminent and serious risk to human health.  

(j) For laboratories receiving payment from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory of 
nonrenewal of the certificate of compliance even if there has been no appeals decision issued.  

[60 FR 20045, Apr. 24, 1995, as amended at 68 FR 3702, Jan. 24, 2003]  

§ 493.51 Notification requirements for laboratories issued a certificate of compliance. 

Laboratories issued a certificate of compliance must meet the following conditions:  

(a) Notify HHS or its designee within 30 days of any change in -  

(1) Ownership;  

(2) Name;  

(3) Location;  

(4) Director; or  

(5) Technical supervisor (laboratories performing high complexity only).  

(b) Notify HHS no later than 6 months after performing any test or examination within a 
specialty or subspecialty area that is not included on the laboratory's certificate of compliance, 
so that compliance with requirements can be determined.  

(c) Notify HHS no later than 6 months after any deletions or changes in test methodologies 
for any test or examination included in a specialty or subspecialty, or both, for which the 
laboratory has been issued a certificate of compliance.  
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[57 FR 7143, Feb. 28, 1992, as amended at 60 FR 20046, Apr. 24, 1995]  

§ 493.53 Notification requirements for laboratories issued a certificate for provider-
performed microscopy (PPM) procedures. 

Laboratories issued a certificate for PPM procedures must notify HHS or its designee -  

(a) Before performing and reporting results for any test of moderate or high complexity, or 
both, in addition to tests specified as PPM procedures or any test or examination that is not 
specified under § 493.15(c), for which it does not have a registration certificate as required 
in subpart C or subpart D, as applicable, of this part; and  

(b) Within 30 days of any change in -  

(1) Ownership;  

(2) Name;  

(3) Location; or  

(4) Director.  

[58 FR 5224, Jan. 19, 1993, as amended at 60 FR 20046, Apr. 24, 1995]  

Subpart D - Certificate of Accreditation 

Source: 57 FR 7144, Feb. 28, 1992, unless otherwise noted.  

§ 493.55 Application for registration certificate and certificate of accreditation. 

(a) Filing of application. A laboratory may be issued a certificate of accreditation in lieu of 
the applicable certificate specified in subpart B or subpart C of this part provided the 
laboratory -  

(1) Meets the standards of a private non-profit accreditation program approved by HHS in 
accordance with subpart E; and  

(2) Files a separate application for each location, except as specified in paragraph (b) of 
this section.  

(b) Exceptions.  

(1) Laboratories that are not at fixed locations, that is, laboratories that move from testing 
site to testing site, such as mobile units providing laboratory testing, health screening fairs, 
or other temporary testing locations may be covered under the certificate of the designated 
primary site or home base, using its address.  

(2) Not-for-profit or Federal, State, or local government laboratories that engage in limited 
(not more than a combination of 15 moderately complex or waived tests per certificate) 
public health testing may file a single application.  
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(3) Laboratories within a hospital that are located at contiguous buildings on the same 
campus and under common direction may file a single application or multiple applications 
for the laboratory sites within the same physical location or street address.  

(c) Application format and contents. The application must -  

(1) Be made to HHS on a form or forms prescribed by HHS;  

(2) Be signed by an owner or authorized representative of the laboratory who attests that 
the laboratory will be operated in accordance with the requirements established by the 
Secretary under section 353 of the Public Health Service Act; and  

(3) Describe the characteristics of the laboratory operation and the examinations and other 
test procedures performed by the laboratory including -  

(i) The name and total number of tests and examinations performed annually (excluding 
waived tests and tests for quality control, quality assurance or proficiency testing 
purposes);  

(ii) The methodologies for each laboratory test procedure or examination performed, or 
both; and  

(iii) The qualifications (educational background, training, and experience) of the personnel 
directing and supervising the laboratory and performing the laboratory examinations and 
test procedures.  

(d) Access and reporting requirements. All laboratories must make records available and 
submit reports to HHS as HHS may reasonably require to determine compliance with this 
section.  

[57 FR 7144, Feb. 28, 1992, as amended at 58 FR 5224, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20046, Apr. 24, 1995]  

§ 493.57 Requirements for a registration certificate. 

A registration certificate is required for all laboratories seeking a certificate of accreditation, 
unless the laboratory holds a valid certificate of compliance issued by HHS.  

(a) HHS will issue a registration certificate if the laboratory -  

(1) Complies with the requirements of § 493.55;  

(2) Agrees to notify HHS within 30 days of any changes in ownership, name, location, 
director, or supervisor (laboratories performing high complexity testing only);  

(3) Agrees to treat proficiency testing samples in the same manner as it treats patient 
specimens; and  

(4) Remits the fee for the registration certificate specified in subpart F of this part.  

(b)  
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(1) The laboratory must provide HHS with proof of accreditation by an approved 
accreditation program -  

(i) Within 11 months of issuance of the registration certificate; or  

(ii) Prior to the expiration of the certificate of compliance.  

(2) If such proof of accreditation is not supplied within this timeframe, the laboratory must 
meet, or continue to meet, the requirements of § 493.49.  

(c) In accordance with subpart R of this part, HHS will initiate suspension, revocation, or 
limitation of a laboratory's registration certificate and will deny the laboratory's application 
for a certificate of accreditation for failure to comply with the requirements set forth in this 
subpart. In addition, failure to meet the requirements of this subpart will result in suspension 
or denial of payments under Medicare and Medicaid as specified in subpart R of this part.  

(d) A registration certificate is valid for a period of no more than 2 years. However, it may 
be reissued if the laboratory is subject to subpart C of this part, as specified in § 493.57(b)(2) 
and compliance has not been determined by HHS before the expiration date of the 
registration certificate.  

(e) In the event that the laboratory does not meet the requirements of this subpart, HHS will 
-  

(1) Deny a laboratory's request for certificate of accreditation;  

(2) Notify the laboratory if it must meet the requirements for a certificate as defined in 
subpart C of this part;  

(3) Provide the laboratory with a statement of grounds on which the application denial is 
based;  

(4) Offer an opportunity for appeal on the application denial as provided in subpart R of 
this part. If the laboratory requests a hearing within the time specified by HHS, the 
laboratory will retain its registration certificate or reissued registration certificate until a 
decision is made by an administrative law judge as provided in subpart R, unless HHS finds 
that conditions at the laboratory pose an imminent and serious risk to human health; and  

(5) For those laboratories receiving payment from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory 
of denial of the request even if there has been no appeals decision issued.  

[57 FR 7144, Feb. 28, 1992, as amended at 60 FR 20046, Apr. 24, 1995]  

§ 493.61 Requirements for a certificate of accreditation. 

(a) HHS will issue a certificate of accreditation to a laboratory if the laboratory -  

(1) Meets the requirements of § 493.57 or, if applicable, § 493.49 of subpart C of this part; 
and  

(2) Remits the certificate of accreditation fee specified in subpart F of this part.  
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(b) Laboratories issued a certificate of accreditation must -  

(1) Treat proficiency testing samples in the same manner as patient samples;  

(2) Meet the requirements of § 493.63;  

(3) Comply with the requirements of the approved accreditation program;  

(4) Permit random sample validation and complaint inspections as required in subpart Q of 
this part;  

(5) Permit HHS to monitor the correction of any deficiencies found through the inspections 
specified in paragraph (b)(4) of this section;  

(6) Authorize the accreditation program to release to HHS the laboratory's inspection 
findings whenever HHS conducts random sample or complaint inspections; and  

(7) Authorize its accreditation program to submit to HHS the results of the laboratory's 
proficiency testing.  

(c) A laboratory failing to meet the requirements of this section -  

(1) Will no longer meet the requirements of this part by virtue of its accreditation in an 
approved accreditation program;  

(2) Will be subject to full determination of compliance by HHS;  

(3) May be subject to suspension, revocation or limitation of the laboratory's certificate of 
accreditation or certain alternative sanctions; and  

(4) May be subject to suspension of payments under Medicare and Medicaid as specified in 
subpart R.  

(d) A certificate of accreditation issued under this subpart is valid for no more than 2 years. 
In the event of a non-compliance determination as a result of a random sample validation or 
complaint inspection, a laboratory will be subject to a full review by HHS in accordance with 
§ 488.11 of this chapter.  

(e) Failure to meet the applicable requirements of part 493, will result in an action by HHS 
to suspend, revoke or limit the certificate of accreditation. HHS will -  

(1) Provide the laboratory with a statement of grounds on which the determination of 
noncompliance is based;  

(2) Notify the laboratory if it is eligible to apply for a certificate as defined in subpart C of 
this part; and  

(3) Offer an opportunity for appeal as provided in subpart R of this part.  

(f) If the laboratory requests a hearing within the time frame specified by HHS -  
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(1) It retains its certificate of accreditation or reissued certificate of accreditation until a 
decision is made by an administrative law judge as provided in subpart R of this part, unless 
HHS finds that conditions at the laboratory pose an imminent and serious risk to human 
health; and  

(2) For those laboratories receiving payments from the Medicare or Medicaid program, such 
payments will be suspended on the effective date specified in the notice to the laboratory 
even if there has been no appeals decision issued.  

(g) In the event the accreditation organization's approval is removed by HHS, the laboratory 
will be subject to the applicable requirements of subpart C of this part or § 493.57.  

(h) A laboratory seeking to renew its certificate of accreditation must -  

(1) Complete and return the renewal application to HHS 9 to 12 months prior to the 
expiration of the certificate of accreditation;  

(2) Meet the requirements of this subpart; and  

(3) Submit the certificate of accreditation fee specified in subpart F of this part.  

(i) If HHS determines that the renewal application for a certificate of accreditation is to be 
denied or limited, HHS will notify the laboratory in writing of -  

(1) The basis for denial of the application;  

(2) Whether the laboratory is eligible for a certificate as defined in subpart C of this part;  

(3) The opportunity for appeal on HHS's action to deny the renewal application for 
certificate of accreditation as provided in subpart R of this part. If the laboratory requests 
a hearing within the time frame specified by HHS, it retains its certificate of accreditation 
or reissued certificate of accreditation until a decision is made by an administrative law 
judge as provided in subpart R of this part, unless HHS finds that conditions at the 
laboratory pose an imminent and serious risk to human health; and  

(4) Suspension of payments under Medicare or Medicaid for those laboratories receiving 
payments under the Medicare or Medicaid programs.  

[57 FR 7144, Feb. 28, 1992, as amended at 58 FR 5224, Jan. 19, 1993]  

§ 493.63 Notification requirements for laboratories issued a certificate of accreditation. 

Laboratories issued a certificate of accreditation must:  

(a) Notify HHS and the approved accreditation program within 30 days of any changes in -  
(1) Ownership;  
(2) Name;  
(3) Location; or  
(4) Director.  

(b) Notify the approved accreditation program no later than 6 months after performing any 
test or examination within a specialty or subspecialty area that is not included in the 
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laboratory's accreditation, so that the accreditation organization can determine compliance 
and a new certificate of accreditation can be issued.  

(c) Notify the accreditation program no later than 6 months after of any deletions or changes 
in test methodologies for any test or examination included in a specialty or subspecialty, or 
both, for which the laboratory has been issued a certificate of accreditation.  

Subpart E - Accreditation by a Private, Nonprofit Accreditation Organization or 
Exemption Under an Approved State Laboratory Program 

Source: 63 FR 26732, May 14, 1998, unless otherwise noted.  

§ 493.551 General requirements for laboratories. 

(a) Applicability. CMS may deem a laboratory to meet all applicable CLIA program 
requirements through accreditation by a private nonprofit accreditation program (that is, 
grant deemed status), or may exempt from CLIA program requirements all State licensed or 
approved laboratories in a State that has a State licensure program established by law, if the 
following conditions are met:  

(1) The requirements of the accreditation organization or State licensure program are equal 
to, or more stringent than, the CLIA condition-level requirements specified in this part, and 
the laboratory would meet the condition-level requirements if it were inspected against 
these requirements.  

(2) The accreditation program or the State licensure program meets the requirements of 
this subpart and is approved by CMS.  

(3) The laboratory authorizes the approved accreditation organization or State licensure 
program to release to CMS all records and information required and permits inspections as 
outlined in this part.  

(b) Meeting CLIA requirements by accreditation. A laboratory seeking to meet CLIA 
requirements through accreditation by an approved accreditation organization must do the 
following:  

(1) Obtain a certificate of accreditation as required in subpart D of this part.  

(2) Pay the applicable fees as required in subpart F of this part.  

(3) Meet the proficiency testing (PT) requirements in subpart H of this part.  

(4) Authorize its PT organization to furnish to its accreditation organization the results of 
the laboratory's participation in an approved PT program for the purpose of monitoring the 
laboratory's PT and for making the annual PT results, along with explanatory information 
required to interpret the PT results, available on a reasonable basis, upon request of any 
person. A laboratory that refuses to authorize release of its PT results is no longer deemed 
to meet the condition-level requirements and is subject to a full review by CMS, in 
accordance with subpart Q of this part, and may be subject to the suspension or revocation 
of its certificate of accreditation under § 493.1840.  

(5) Authorize its accreditation organization to release to CMS or a CMS agent the 
laboratory's PT results that constitute unsuccessful participation in an approved PT program, 
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in accordance with the definition of “unsuccessful participation in an approved PT program,” 
as specified in § 493.2 of this part, when the laboratory has failed to achieve successful 
participation in an approved PT program.  

(6) Authorize its accreditation organization to release to CMS a notification of the actions 
taken by the organization as a result of the unsuccessful participation in a PT program 
within 30 days of the initiation of the action. Based on this notification, CMS may take an 
adverse action against a laboratory that fails to participate successfully in an approved PT 
program.  

(c) Withdrawal of laboratory accreditation. After an accreditation organization has 
withdrawn or revoked its accreditation of a laboratory, the laboratory retains its certificate of 
accreditation for 45 days after the laboratory receives notice of the withdrawal or revocation 
of the accreditation, or the effective date of any action taken by CMS, whichever is earlier.  

§ 493.553 Approval process (application and reapplication) for accreditation 
organizations and State licensure programs. 

(a) Information required. An accreditation organization that applies or reapplies to CMS for 
deeming authority, or a State licensure program that applies or reapplies to CMS for 
exemption from CLIA program requirements of licensed or approved laboratories within the 
State, must provide the following information:  

(1) A detailed comparison of the individual accreditation, or licensure or approval 
requirements with the comparable condition-level requirements; that is, a crosswalk.  
(2) A detailed description of the inspection process, including the following:  

(i) Frequency of inspections.  
(ii) Copies of inspection forms.  
(iii) Instructions and guidelines.  
(iv) A description of the review and decision-making process of inspections.  
(v) A statement concerning whether inspections are announced or unannounced.  
(vi) A description of the steps taken to monitor the correction of deficiencies.  

(3) A description of the process for monitoring PT performance, including action to be taken 
in response to unsuccessful participation in a CMS-approved PT program.  

(4) Procedures for responding to and for the investigation of complaints against its 
laboratories.  

(5) A list of all its current laboratories and the expiration date of their accreditation or 
licensure, as applicable.  

(6) Procedures for making PT information available (under State confidentiality and 
disclosure requirements, if applicable) including explanatory information required to 
interpret PT results, on a reasonable basis, upon request of any person.  

(b) CMS action on an application or reapplication. If CMS receives an application or 
reapplication from an accreditation organization, or State licensure program, CMS takes the 
following actions:  

(1) CMS determines if additional information is necessary to make a determination for 
approval or denial of the application and notifies the accreditation organization or State to 
afford it an opportunity to provide the additional information.  
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(2) CMS may visit the accreditation organization or State licensure program offices to 
review and verify the policies and procedures represented in its application and other 
information, including, but not limited to, review and examination of documents and 
interviews with staff.  

(3) CMS notifies the accreditation organization or State licensure program indicating 
whether CMS approves or denies the request for deeming authority or exemption, 
respectively, and the rationale for any denial.  

(c) Duration of approval. CMS approval may not exceed 6 years.  

(d) Withdrawal of application. The accreditation organization or State licensure program 
may withdraw its application at any time before official notification, specified at § 
493.553(b)(3).  

(e) Change of ownership. An accrediting organization that wishes to undergo a change of 
ownership is subject to the requirements set out at § 488.5(f) of this chapter.  

[63 FR 26732, May 14, 1998, as amended at 87 FR 25429, Apr. 29, 2022]  

§ 493.555 Federal review of laboratory requirements. 

CMS's review of an accreditation organization or State licensure program includes, but is not 
limited to, an evaluation of the following:  

(a) Whether the organization's or State's requirements for laboratories are equal to, or more 
stringent than, the condition-level requirements for laboratories.  

(b) The organization's or State's inspection process to determine the comparability of the full 
inspection and complaint inspection procedures and requirements to those of CMS, including, 
but not limited to, inspection frequency and the ability to investigate and respond to 
complaints against its laboratories.  

(c) The organization's or State's agreement with CMS that requires it to do the following:  

(1) Notify CMS within 30 days of the action taken, of any laboratory that has -  

(i) Had its accreditation or licensure suspended, withdrawn, revoked, or limited;  

(ii) In any way been sanctioned; or  

(iii) Had any adverse action taken against it.  

(2) Notify CMS within 10 days of any deficiency identified in an accredited or CLIA-exempt 
laboratory if the deficiency poses an immediate jeopardy to the laboratory's patients or a 
hazard to the general public.  

(3) Notify CMS, within 30 days, of all newly -  

(i) Accredited laboratories (or laboratories whose areas of specialty/subspecialty testing 
have changed); or  
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(ii) Licensed laboratories, including the specialty/subspecialty areas of testing.  

(4) Notify each accredited or licensed laboratory within 10 days of CMS's withdrawal of the 
organization's deeming authority or State's exemption.  

(5) Provide CMS with inspection schedules, as requested, for validation purposes.  

(6) Notify CMS within 10 days of any conditional level deficiency under §§ 493.41 or 
493.1100(a).  

[63 FR 26732, May 14, 1998, as amended at 85 FR 54873, Sept. 2, 2020]  

§ 493.557 Additional submission requirements. 

(a) Specific requirements for accreditation organizations. In addition to the information 
specified in §§ 493.553 and 493.555, as part of the approval and review process, an 
accreditation organization applying or reapplying for deeming authority must also provide 
the following:  

(1) The specialty or subspecialty areas for which the organization is requesting deeming 
authority and its mechanism for monitoring compliance with all requirements equivalent to 
condition-level requirements within the scope of the specialty or subspecialty areas.  

(2) A description of the organization's data management and analysis system with respect 
to its inspection and accreditation decisions, including the kinds of routine reports and tables 
generated by the systems.  

(3) Detailed information concerning the inspection process, including, but not limited to the 
following:  

(i) The size and composition of individual accreditation inspection teams.  

(ii) Qualifications, education, and experience requirements that inspectors must meet.  

(iii) The content and frequency of training provided to inspection personnel, including the 
ability of the organization to provide continuing education and training to inspectors.  

(4) Procedures for removal or withdrawal of accreditation status for laboratories that fail to 
meet the organization's standards.  

(5) A proposed agreement between CMS and the accreditation organization with respect to 
the notification requirements specified in § 493.555(c).  

(6) Procedures for monitoring laboratories found to be out of compliance with its 
requirements. (These monitoring procedures must be used only when the accreditation 
organization identifies noncompliance. If noncompliance is identified through validation 
inspections, CMS or a CMS agent monitors corrections, as authorized at § 493.565(d)).  

(7) A demonstration of its ability to provide CMS with electronic data and reports in 
compatible code, including the crosswalk specified in § 493.553(a)(1), that are necessary 
for effective validation and assessment of the organization's inspection process.  
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(8) A demonstration of its ability to provide CMS with electronic data, in compatible code, 
related to the adverse actions resulting from PT results constituting unsuccessful 
participation in PT programs as well as data related to the PT failures, within 30 days of the 
initiation of adverse action.  

(9) A demonstration of its ability to provide CMS with electronic data, in compatible code, 
for all accredited laboratories, including the area of specialty or subspecialty.  

(10) Information defining the adequacy of numbers of staff and other resources.  

(11) Information defining the organization's ability to provide adequate funding for 
performing required inspections.  

(12) Any facility-specific data, upon request by CMS, which includes, but is not limited to, 
the following:  

(i) PT results that constitute unsuccessful participation in a CMS-approved PT program.  

(ii) Notification of the adverse actions or corrective actions imposed by the accreditation 
organization as a result of unsuccessful PT participation.  

(13) An agreement to provide written notification to CMS at least 30 days in advance of 
the effective date of any proposed change in its requirements.  

(14) An agreement to disclose any laboratory's PT results upon reasonable request by any 
person.  

(b) Specific requirements for a State licensure program. In addition to requirements in 
§§ 493.553 and 493.555, as part of the approval and review process, when a State licensure 
program applies or reapplies for exemption from the CLIA program, the State must do the 
following:  

(1) Demonstrate to CMS that it has enforcement authority and administrative structures 
and resources adequate to enforce its laboratory requirements.  

(2) Permit CMS or a CMS agent to inspect laboratories in the State.  

(3) Require laboratories in the State to submit to inspections by CMS or a CMS agent as a 
condition of licensure or approval.  

(4) Agree to pay the cost of the validation program administered in that State as specified 
in §§ 493.645(a) and 493.646(b).  

(5) Take appropriate enforcement action against laboratories found by CMS not to be in 
compliance with requirements equivalent to CLIA requirements.  

(6) Submit for Medicare and Medicaid payment purposes, a list of the specialties and 
subspecialties of tests performed by each laboratory.  

(7) Submit a written presentation that demonstrates the agency's ability to furnish CMS 
with electronic data in compatible code, including the crosswalk specified in § 
493.553(a)(1).  

https://www.ecfr.gov/current/title-42/section-493.553
https://www.ecfr.gov/current/title-42/section-493.555
https://www.ecfr.gov/current/title-42/section-493.645#p-493.645(a)
https://www.ecfr.gov/current/title-42/section-493.646#p-493.646(b)
https://www.ecfr.gov/current/title-42/section-493.553#p-493.553(a)(1)
https://www.ecfr.gov/current/title-42/section-493.553#p-493.553(a)(1)


    

  

66 

(8) Submit a statement acknowledging that the State will notify CMS through electronic 
transmission of the following:  

(i) Any laboratory that has had its licensure or approval revoked or withdrawn or has 
been in any way sanctioned by the State within 30 days of taking the action.  

(ii) Changes in licensure or inspection requirements.  

(iii) Changes in specialties or subspecialties under which any licensed laboratory in the 
State performs testing.  

(9) Provide information for the review of the State's enforcement procedures for 
laboratories found to be out of compliance with the State's requirements.  

(10) Submit information that demonstrates the ability of the State to provide CMS with the 
following:  

(i) Electronic data and reports in compatible code with the adverse or corrective actions 
resulting from PT results that constitute unsuccessful participation in PT programs.  

(ii) Other data that CMS determines are necessary for validation and assessment of the 
State's inspection process requirements.  

(11) Agree to provide CMS with written notification of any changes in its licensure/approval 
and inspection requirements.  

(12) Agree to disclose any laboratory's PT results in accordance with a State's confidentiality 
requirements.  

(13) Agree to take the appropriate enforcement action against laboratories found by CMS 
not to be in compliance with requirements comparable to condition-level requirements and 
report these enforcement actions to CMS.  

(14) If approved, reapply to CMS every 2 years to renew its exempt status and to renew 
its agreement to pay the cost of the CMS-administered validation program in that State.  

§ 493.559 Publication of approval of deeming authority or CLIA exemption. 

(a) Notice of deeming authority or exemption. CMS publishes a notice in the Federal 
Register when it grants deeming authority to an accreditation organization or exemption to 
a State licensure program.  

(b) Contents of notice. The notice includes the following:  

(1) The name of the accreditation organization or State licensure program.  

(2) For an accreditation organization:  

(i) The specific specialty or subspecialty areas for which it is granted deeming authority.  

(ii) A description of how the accreditation organization provides reasonable assurance to 
CMS that a laboratory accredited by the organization meets CLIA requirements equivalent 

https://www.ecfr.gov/current/title-42/section-493.559
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to those in this part and would meet CLIA requirements if the laboratory had not been 
granted deemed status, but had been inspected against condition-level requirements.  

(3) For a State licensure program, a description of how the laboratory requirements of the 
State are equal to, or more stringent than, those specified in this part.  

(4) The basis for granting deeming authority or exemption.  

(5) The term of approval, not to exceed 6 years.  

§ 493.561 Denial of application or reapplication. 

(a) Reconsideration of denial.  

(1) If CMS denies a request for approval, an accreditation organization or State licensure 
program may request, within 60 days of the notification of denial, that CMS reconsider its 
original application or application for renewal, in accordance with part 488, subpart D.  

(2) If the accreditation organization or State licensure program requests a reconsideration 
of CMS's determination to deny its request for approval or reapproval, it may not submit a 
new application until CMS issues a final reconsideration determination.  

(b) Resubmittal of a request for approval - accreditation organization. An accreditation 
organization may resubmit a request for approval if a final reconsideration determination is 
not pending and the accreditation program meets the following conditions:  

(1) It has revised its accreditation program to address the rationale for denial of its previous 
request.  

(2) It demonstrates that it can provide reasonable assurance that its accredited facilities 
meet condition-level requirements.  

(3) It resubmits the application in its entirety.  

(c) Resubmittal of request for approval - State licensure program. The State licensure 
program may resubmit a request for approval if a final reconsideration determination is not 
pending and it has taken the necessary action to address the rationale for any previous denial.  

§ 493.563 Validation inspections - Basis and focus. 

(a) Basis for validation inspection -  

(1) Laboratory with a certificate of accreditation.  

(i) CMS or a CMS agent may conduct an inspection of an accredited laboratory that has 
been issued a certificate of accreditation on a representative sample basis or in response 
to a substantial allegation of noncompliance.  

(ii) CMS uses the results of these inspections to validate the accreditation organization's 
accreditation process.  

(2) Laboratory in a State with an approved State licensure program.  

https://www.ecfr.gov/current/title-42/section-493.561
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(i) CMS or a CMS agent may conduct an inspection of any laboratory in a State with an 
approved State licensure program on a representative sample basis or in response to a 
substantial allegation of noncompliance.  

(ii) The results of these inspections are used to validate the appropriateness of the 
exemption of that State's licensed or approved laboratories from CLIA program 
requirements.  

(b) Validation inspection conducted on a representative sample basis.  

(1) If CMS or a CMS agent conducts a validation inspection on a representative sample 
basis, the inspection is comprehensive, addressing all condition-level requirements, or it 
may be focused on a specific condition-level requirement.  

(2) The number of laboratories sampled is sufficient to allow a reasonable estimate of the 
performance of the accreditation organization or State.  

(c) Validation inspection conducted in response to a substantial allegation of 
noncompliance.  

(1) If CMS or a CMS agent conducts a validation inspection in response to a substantial 
allegation of noncompliance, the inspection focuses on any condition-level requirement that 
CMS determines to be related to the allegation.  

(2) If CMS or a CMS agent substantiates a deficiency and determines that the laboratory is 
out of compliance with any condition-level requirement, CMS or a CMS agent conducts a 
full CLIA inspection.  

(d) Inspection of operations and offices. As part of the validation review process, CMS 
may conduct an onsite inspection of the operations and offices to verify the following:  

(1) The accreditation organization's representations and to assess the accreditation 
organization's compliance with its own policies and procedures.  

(2) The State's representations and to assess the State's compliance with its own policies 
and procedures, including verification of State enforcement actions taken on the basis of 
validation inspections performed by CMS or a CMS agent.  

(e) Onsite inspection of an accreditation organization. An onsite inspection of an 
accreditation organization may include, but is not limited to, the following:  

(1) A review of documents.  
(2) An audit of meetings concerning the accreditation process.  
(3) Evaluation of accreditation inspection results and the accreditation decision-making 
process.  
(4) Interviews with the accreditation organization's staff.  

(f) Onsite inspection of a State licensure program. An onsite inspection of a State 
licensure program office may include, but is not limited to, the following:  

(1) A review of documents.  
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(2) An audit of meetings concerning the licensure or approval process.  

(3) Evaluation of State inspection results and the licensure or approval decision-making 
process.  

(4) Interviews with State employees.  

§ 493.565 Selection for validation inspection - laboratory responsibilities. 

A laboratory selected for a validation inspection must do the following:  

(a) Authorize its accreditation organization or State licensure program, as applicable, to 
release to CMS or a CMS agent, on a confidential basis, a copy of the laboratory's most recent 
full, and any subsequent partial inspection.  

(b) Authorize CMS or a CMS agent to conduct a validation inspection.  

(c) Provide CMS or a CMS agent with access to all facilities, equipment, materials, records, 
and information that CMS or a CMS agent determines have a bearing on whether the 
laboratory is being operated in accordance with the requirements of this part, and permit 
CMS or a CMS agent to copy material or require the laboratory to submit material.  

(d) If the laboratory possesses a valid certificate of accreditation, authorize CMS or a CMS 
agent to monitor the correction of any deficiencies found through the validation inspection.  

§ 493.567 Refusal to cooperate with validation inspection. 

(a) Laboratory with a certificate of accreditation.  

(1) A laboratory with a certificate of accreditation that refuses to cooperate with a validation 
inspection by failing to comply with the requirements in § 493.565 -  

(i) Is subject to full review by CMS or a CMS agent, in accordance with this part; and  

(ii) May be subject to suspension, revocation, or limitation of its certificate of accreditation 
under this part.  

(2) A laboratory with a certificate of accreditation is again deemed to meet the condition-
level requirements by virtue of its accreditation when the following conditions exist:  

(i) The laboratory withdraws any prior refusal to authorize its accreditation organization 
to release a copy of the laboratory's current accreditation inspection, PT results, or 
notification of any adverse actions resulting from PT failure.  

(ii) The laboratory withdraws any prior refusal to allow a validation inspection.  

(iii) CMS finds that the laboratory meets all the condition-level requirements.  

(b) CLIA-exempt laboratory. If a CLIA-exempt laboratory fails to comply with the 
requirements specified in § 493.565, CMS notifies the State of the laboratory's failure to meet 
the requirements.  

https://www.ecfr.gov/current/title-42/section-493.565
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§ 493.569 Consequences of a finding of noncompliance as a result of a validation 
inspection. 

(a) Laboratory with a certificate of accreditation. If a validation inspection results in a 
finding that the accredited laboratory is out of compliance with one or more condition-level 
requirements, the laboratory is subject to -  

(1) The same requirements and survey and enforcement processes applied to laboratories 
that are not accredited and that are found out of compliance following an inspection under 
this part; and  

(2) Full review by CMS, in accordance with this part; that is, the laboratory is subject to 
the principal and alternative sanctions in § 493.1806.  

(b) CLIA-exempt laboratory. If a validation inspection results in a finding that a CLIA-
exempt laboratory is out of compliance with one or more condition-level requirements, CMS 
directs the State to take appropriate enforcement action.  

§ 493.571 Disclosure of accreditation, State and CMS validation inspection results. 

(a) Accreditation organization inspection results. CMS may disclose accreditation 
organization inspection results to the public only if the results are related to an enforcement 
action taken by the Secretary.  

(b) State inspection results. Disclosure of State inspection results is the responsibility of 
the approved State licensure program, in accordance with State law.  

(c) CMS validation inspection results. CMS may disclose the results of all validation 
inspections conducted by CMS or its agent.  

§ 493.573 Continuing Federal oversight of private nonprofit accreditation organizations 
and approved State licensure programs. 

(a) Comparability review. In addition to the initial review for determining equivalency of 
specified organization or State requirements to the comparable condition-level requirements, 
CMS reviews the equivalency of requirements in the following cases:  

(1) When CMS promulgates new condition-level requirements.  

(2) When CMS identifies an accreditation organization or a State licensure program whose 
requirements are no longer equal to, or more stringent than, condition-level requirements.  

(3) When an accreditation organization or State licensure program adopts new 
requirements.  

(4) When an accreditation organization or State licensure program adopts changes to its 
inspection process, as required by § 493.575(b)(1), as applicable.  

(5) Every 6 years, or sooner if CMS determines an earlier review is required.  

https://www.ecfr.gov/current/title-42/section-493.569
https://www.ecfr.gov/current/title-42/section-493.569
https://www.ecfr.gov/current/title-42/section-493.1806
https://www.ecfr.gov/current/title-42/section-493.571
https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.575#p-493.575(b)(1)


    

  

71 

(b) Validation review. Following the end of a validation review period, CMS evaluates the 
validation inspection results for each approved accreditation organization and State licensure 
program.  

(c) Reapplication procedures.  

(1) Every 6 years, or sooner, as determined by CMS, an approved accreditation organization 
must reapply for continued approval of deeming authority and a State licensure program 
must reapply for continued approval of a CLIA exemption. CMS provides notice of the 
materials that must be submitted as part of the reapplication procedure.  

(2) An accreditation organization or State licensure program that does not meet the 
requirements of this subpart, as determined through a comparability or validation review, 
must furnish CMS, upon request, with the reapplication materials CMS requests. CMS 
establishes a deadline by which the materials must be submitted.  

(d) Notice.  

(1) CMS provides written notice, as appropriate, to the following:  

(i) An accreditation organization indicating that its approval may be in jeopardy if a 
comparability or validation review reveals that it is not meeting the requirements of this 
subpart and CMS is initiating a review of the accreditation organization's deeming 
authority.  

(ii) A State licensure program indicating that its CLIA exemption may be in jeopardy if a 
comparability or validation review reveals that it is not meeting the requirements of this 
subpart and that a review is being initiated of the CLIA exemption of the State's 
laboratories.  

(2) The notice contains the following information:  

(i) A statement of the discrepancies that were found as well as other related 
documentation.  

(ii) An explanation of CMS's review process on which the final determination is based and 
a description of the possible actions, as specified in § 493.575, that CMS may impose 
based on the findings from the comparability or validation review.  

(iii) A description of the procedures available if the accreditation organization or State 
licensure program, as applicable, desires an opportunity to explain or justify the findings 
made during the comparability or validation review.  

(iv) The reapplication materials that the accreditation organization or State licensure 
program must submit and the deadline for that submission.  

§ 493.575 Removal of deeming authority or CLIA exemption and final determination 
review. 

(a) CMS review. CMS conducts a review of the following:  

https://www.ecfr.gov/current/title-42/section-493.575
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(1) A deeming authority review of an accreditation organization's program if the 
comparability or validation review produces findings, as described at § 493.573. CMS 
reviews, as appropriate, the criteria described in §§ 493.555 and 493.557(a) to reevaluate 
whether the accreditation organization continues to meet all these criteria.  

(2) An exemption review of a State's licensure program if the comparability or validation 
review produces findings, as described at § 493.573. CMS reviews, as appropriate, the 
criteria described in §§ 493.555 and 493.557(b) to reevaluate whether the licensure 
program continues to meet all these criteria.  

(3) A review of an accreditation organization or State licensure program, at CMS's discretion, 
if validation review findings, irrespective of the rate of disparity, indicate widespread or 
systematic problems in the organization's accreditation or State's licensure process that 
provide evidence that the requirements, taken as a whole, are no longer equivalent to CLIA 
requirements, taken as a whole.  

(4) A review of the accreditation organization or State licensure program whenever 
validation inspection results indicate a rate of disparity of 20 percent or more between the 
findings of the organization or State and those of CMS or a CMS agent for the following 
periods:  

(i) One year for accreditation organizations.  

(ii) Two years for State licensure programs.  

(b) CMS action after review. Following the review, CMS may take the following action:  

(1) If CMS determines that the accreditation organization or State has failed to adopt 
requirements equal to, or more stringent than, CLIA requirements, CMS may give a 
conditional approval for a probationary period of its deeming authority to an organization 
30 days following the date of CMS's determination, or exempt status to a State within 30 
days of CMS's determination, both not to exceed 1 year, to afford the organization or State 
an opportunity to adopt equal or more stringent requirements.  

(2) If CMS determines that there are widespread or systematic problems in the 
organization's or State's inspection process, CMS may give conditional approval during a 
probationary period, not to exceed 1 year, effective 30 days following the date of the 
determination.  

(c) Final determination. CMS makes a final determination as to whether the organization 
or State continues to meet the criteria described in this subpart and issues a notice that 
includes the reasons for the determination to the organization or State within 60 days after 
the end of any probationary period. This determination is based on an evaluation of any of 
the following:  

(1) The most recent validation inspection and review findings. To continue to be approved, 
the organization or State must meet the criteria of this subpart.  

(2) Facility-specific data, as well as other related information.  

(3) The organization's or State's inspection procedures, surveyors' qualifications, ongoing 
education, training, and composition of inspection teams.  

https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.555
https://www.ecfr.gov/current/title-42/section-493.557#p-493.557(a)
https://www.ecfr.gov/current/title-42/section-493.573
https://www.ecfr.gov/current/title-42/section-493.555
https://www.ecfr.gov/current/title-42/section-493.557#p-493.557(b)


    

  

73 

(4) The organization's accreditation requirements, or the State's licensure or approval 
requirements.  

(d) Date of withdrawal of approval. CMS may withdraw its approval of the accreditation 
organization or State licensure program, effective 30 days from the date of written notice to 
the organization or State of this proposed action, if improvements acceptable to CMS have 
not been made during the probationary period.  

(e) Continuation of validation inspections. The existence of any validation review, 
probationary status, or any other action, such as a deeming authority review, by CMS does 
not affect or limit the conduct of any validation inspection.  

(f) Federal Register notice. CMS publishes a notice in the Federal Register containing a 
justification for removing the deeming authority from an accreditation organization, or the 
CLIA-exempt status of a State licensure program.  

(g) Withdrawal of approval-effect on laboratory status -  

(1) Accredited laboratory. After CMS withdraws approval of an accreditation 
organization's deeming authority, the certificate of accreditation of each affected laboratory 
continues in effect for 60 days after it receives notification of the withdrawal of approval.  

(2) CLIA-exempt laboratory. After CMS withdraws approval of a State licensure program, 
the exempt status of each licensed or approved laboratory in the State continues in effect 
for 60 days after a laboratory receives notification from the State of the withdrawal of CMS's 
approval of the program.  

(3) Extension. After CMS withdraws approval of an accreditation organization or State 
licensure program, CMS may extend the period for an additional 60 days for a laboratory if 
it determines that the laboratory submitted an application for accreditation to an approved 
accreditation organization or an application for the appropriate certificate to CMS or a CMS 
agent before the initial 60-day period ends.  

(h) Immediate jeopardy to patients.  

(1) If at any time CMS determines that the continued approval of deeming authority of any 
accreditation organization poses immediate jeopardy to the patients of the laboratories 
accredited by the organization, or continued approval otherwise constitutes a significant 
hazard to the public health, CMS may immediately withdraw the approval of deeming 
authority for that accreditation organization.  

(2) If at any time CMS determines that the continued approval of a State licensure program 
poses immediate jeopardy to the patients of the laboratories in that State, or continued 
approval otherwise constitutes a significant hazard to the public health, CMS may 
immediately withdraw the approval of that State licensure program.  

(i) Failure to pay fees. CMS withdraws the approval of a State licensure program if the State 
fails to pay the applicable fees, as specified in §§ 493.645(a) and 493.646(b).  

(j) State refusal to take enforcement action.  

https://www.ecfr.gov/current/title-42/section-493.645#p-493.645(a)
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(1) CMS may withdraw approval of a State licensure program if the State refuses to take 
enforcement action against a laboratory in that State when CMS determines it to be 
necessary.  

(2) A laboratory that is in a State in which CMS has withdrawn program approval is subject 
to the same requirements and survey and enforcement processes that are applied to a 
laboratory that is not exempt from CLIA requirements.  

(k) Request for reconsideration. Any accreditation organization or State that is dissatisfied 
with a determination to withdraw approval of its deeming authority or remove approval of 
its State licensure program, as applicable, may request that CMS reconsider the 
determination, in accordance with subpart D of part 488.  

Subpart F - General Administration 

Source: 57 FR 7138, 7213, Feb. 28, 1992, unless otherwise noted.  

§ 493.602 Scope of subpart. 

This subpart sets forth the methodology for determining the amount of the fees for issuing the 
appropriate certificate, and for determining compliance with the applicable standards of the 
Public Health Service Act (the PHS Act) and the Federal validation of accredited laboratories 
and of CLIA-exempt laboratories.  

[60 FR 20047, Apr. 24, 1995]  

§ 493.606 Applicability of subpart. 

The rules of this subpart are applicable to those laboratories specified in § 493.3.  

[58 FR 5212, Jan. 19, 1993]  

§ 493.638 Certificate fees. 

(a) Basic rule. Laboratories must pay a fee for the issuance of a registration certificate, 
certificate for PPM procedures, certificate of waiver, certificate of accreditation, or a certificate 
of compliance, as applicable. Laboratories must also pay a fee to reapply for a certificate for 
PPM procedures, certificate of waiver, certificate of accreditation, or a certificate of 
compliance. The total of fees collected by HHS under the laboratory program must be 
sufficient to cover the general costs of administering the laboratory certification program 
under section 353 of the PHS Act.  

(1) For registration certificates and certificates of compliance, the costs include issuing the 
certificates, collecting the fees, evaluating and monitoring proficiency testing programs, 
evaluating which procedures, tests or examinations meet the criteria for inclusion in the 
appropriate complexity category, and implementing section 353 of the PHS Act.  

(2) For a certificate of waiver, the costs include issuing the certificate, collecting the fees, 
determining if a certificate of waiver should be issued, evaluating which tests qualify for 
inclusion in the waived category, and other direct administrative costs.  

https://www.ecfr.gov/current/title-42/part-493/subpart-F
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(3) For a certificate for PPM procedures, the costs include issuing the certificate, collecting 
the fees, determining if a certificate for PPM procedures should be issued, evaluating which 
procedures meet the criteria for inclusion in the subcategory of PPM procedures, and other 
direct administrative costs.  

(4) For a certificate of accreditation, the costs include issuing the certificate, collecting the 
fees, evaluating the programs of accrediting bodies, and other direct administrative costs.  

(b) Fee amount. The fee amount is set annually by HHS on a calendar year basis and is 
based on the category of test complexity, or on the category of test complexity and schedules 
or ranges of annual laboratory test volume (excluding waived tests and tests performed for 
quality control, quality assurance, and proficiency testing purposes) and specialties tested, 
with the amounts of the fees in each schedule being a function of the costs for all aspects of 
general administration of CLIA as set forth in § 493.649 (b) and  

(c) . This fee is assessed and payable at least biennially. The methodology used to determine 
the amount of the fee is found in § 493.649. The amount of the fee applicable to the issuance 
of the registration certificate or the issuance or renewal of the certificate for PPM procedures, 
certificate of waiver, certificate of accreditation, or certificate of compliance is the amount in 
effect at the time the application is received. Upon receipt of an application for a certificate, 
HHS or its designee notifies the laboratory of the amount of the required fee for the requested 
certificate.  

[60 FR 20047, Apr. 24, 1995]  

§ 493.639 Fee for revised certificate. 

(a) If, after a laboratory is issued a registration certificate, it changes its name or location, 
the laboratory must pay a fee to cover the cost of issuing a revised registration certificate. 
The fee for the revised registration certificate is based on the cost to issue the revised 
certificate to the laboratory.  

(b) A laboratory must pay a fee to cover the cost of issuing a revised certificate in any of the 
following circumstances:  

(1) The fee for issuing an appropriate revised certificate is based on the cost to issue the 
revised certificate to the laboratory as follows:  

(i) If a laboratory with a certificate of waiver wishes to perform tests in addition to those 
listed in § 493.15(c) as waived tests, it must, as set forth in § 493.638, pay an additional 
fee for the appropriate certificate to cover the additional testing.  

(ii) If a laboratory with a certificate for PPM procedures wishes to perform tests in addition 
to those specified as PPM procedures or listed in § 493.15(c) as waived tests, it must, as 
set forth in § 493.638, pay an additional fee for the appropriate certificate to cover the 
additional testing.  

(2) A laboratory must pay a fee to cover the cost of issuing a revised certificate when -  

(i) A laboratory changes its name, location, or its director; or  

https://www.ecfr.gov/current/title-42/section-493.649#p-493.649(b)
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(ii) A laboratory deletes services or wishes to add services and requests that its certificate 
be changed. (An additional fee is also required under § 493.643(d) if it is necessary to 
determine compliance with additional requirements.)  

[57 FR 7213, Feb. 28, 1992, as amended at 60 FR 20047, Apr. 24, 1995]  

§ 493.643 Fee for determination of program compliance. 

(a) Fee requirement. In addition to the fee required under § 493.638, a laboratory subject 
to routine inspections must pay a fee to cover the cost of determining program compliance. 
Laboratories issued a certificate for PPM procedures, certificate of waiver, or a certificate of 
accreditation are not subject to this fee for routine inspections.  

(b) Costs included in the fee. Included in the fee for determining program compliance is 
the cost of evaluating qualifications of personnel; monitoring proficiency testing; conducting 
onsite inspections; documenting deficiencies; evaluating laboratories' plans to correct 
deficiencies; and necessary administrative costs. HHS sets the fee amounts annually on a 
calendar year basis. Laboratories are inspected biennially; therefore, fees are assessed and 
payable biennially. If additional expenses are incurred to conduct follow up visits to verify 
correction of deficiencies, to impose sanctions, and/or for surveyor preparation for and 
attendance at ALJ hearings, HHS assesses an additional fee to include these costs. The 
additional fee is based on the actual resources and time necessary to perform the activities.  

(c) Classification of laboratories that require inspection for purpose of determining 
amount of fee.  

(1) There are ten classifications (schedules) of laboratories for the purpose of determining 
the fee amount a laboratory is assessed. Each laboratory is placed into one of the ten 
following schedules based on the laboratory's scope and volume of testing (excluding tests 
performed for quality control, quality assurance, and proficiency testing purposes).  

(i)  

(A) Schedule A Low Volume. The laboratory performs not more than 2,000 laboratory 
tests annually.  

(B) Schedule A. The laboratory performs tests in no more than 3 specialties of service 
with a total annual volume of more than 2,000 but not more than 10,000 laboratory 
tests.  

(ii) Schedule B. The laboratory performs tests in at least 4 specialties of service with a 
total annual volume of not more than 10,000 laboratory tests.  

(iii) Schedule C. The laboratory performs tests in no more 3 specialties of service with a 
total annual volume of more than 10,000 but not more than 25,000 laboratory tests.  

(iv) Schedule D. The laboratory performs tests in at least 4 specialties with a total annual 
volume of more than 10,000 but not more than 25,000 laboratory tests.  

(v) Schedule E. The laboratory performs more than 25,000 but not more than 50,000 
laboratory tests annually.  

https://www.ecfr.gov/current/title-42/section-493.643#p-493.643(d)
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(vi) Schedule F. The laboratory performs more than 50,000 but not more than 75,000 
laboratory tests annually.  

(vii) Schedule G. The laboratory performs more than 75,000 but not more than 100,000 
laboratory tests annually.  

(viii) Schedule H. The laboratory performs more than 100,000 but not more than 
500,000 laboratory tests annually.  

(ix) Schedule I. The laboratory performs more than 500,000 but not more than 
1,000,000 laboratory tests annually.  

(x) Schedule J. The laboratory performs more than 1,000,000 laboratory tests annually.  

(2) For purposes of determining a laboratory's classification under this section, a test is a 
procedure or examination for a single analyte. (Tests performed for quality control, quality 
assurance, and proficiency testing are excluded from the laboratory's total annual volume). 
Each profile (that is, group of tests) is counted as the number of separate procedures or 
examinations; for example, a chemistry profile consisting of 18 tests is counted as 18 
separate procedures or tests.  

(3) For purposes of determining a laboratory's classification under this section, the 
specialties and subspecialties of service for inclusion are:  

(i) The specialty of Microbiology, which includes one or more of the following 
subspecialties:  

(A) Bacteriology.  
(B) Mycobacteriology.  
(C) Mycology.  
(D) Parasitology.  
(E) Virology.  

(ii) The specialty of Serology, which includes one or more of the following subspecialties:  
(A) Syphilis Serology.  
(B) General immunology  

(iii) The specialty of Chemistry, which includes one or more of the following 
subspecialties:  

(A) Routine chemistry.  
(B) Endocrinology.  
(C) Toxicology.  
(D) Urinalysis.  

(iv) The specialty of Hematology.  
(v) The specialty of Immunohematology, which includes one or more of the following 
subspecialties:  

(A) ABO grouping and Rh typing.  
(B) Unexpected antibody detection.  
(C) Compatibility testing.  
(D) Unexpected antibody identification.  

(vi) The specialty of Pathology, which includes the following subspecialties:  
(A) Cytology.  
(B) Histopathology.  
(C) Oral pathology.  

(vii) The specialty of Radiobioassay.  
(viii) The specialty of Histocompatibility.  
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(ix) The specialty of Clinical Cytogenetics.  

(d) Additional fees.  

(1) If after a certificate of compliance is issued, a laboratory adds services and requests 
that its certificate be upgraded, the laboratory must pay an additional fee if, in order to 
determine compliance with additional requirements, it is necessary to conduct an inspection, 
evaluate personnel, or monitor proficiency testing performance. The additional fee is based 
on the actual resources and time necessary to perform the activities. HHS revokes the 
laboratory's certificate for failure to pay the compliance determination fee.  

(2) If it is necessary to conduct a complaint investigation, impose sanctions, or conduct a 
hearing, HHS assesses the laboratory holding a certificate of compliance a fee to cover the 
cost of these activities. If a complaint investigation results in a complaint being 
unsubstantiated, or if an HHS adverse action is overturned at the conclusion of the 
administrative appeals process, the government's costs of these activities are not imposed 
upon the laboratory. Costs for these activities are based on the actual resources and time 
necessary to perform the activities and are not assessed until after the laboratory concedes 
the existence of deficiencies or an ALJ rules in favor of HHS. HHS revokes the laboratory's 
certificate of compliance for failure to pay the assessed costs.  

[57 FR 7138, 7213, Feb. 28, 1992, as amended at 60 FR 20047, Apr. 24, 1995; 68 FR 3702, 
Jan. 24, 2003]  

§ 493.645 Additional fee(s) applicable to approved State laboratory programs and 
laboratories issued a certificate of accreditation, certificate of waiver, or certificate for 
PPM procedures. 

(a) Approved State laboratory programs. State laboratory programs approved by HHS are 
assessed a fee for the following:  

(1) Costs of Federal inspections of laboratories in that State (that is, CLIA-exempt 
laboratories) to verify that standards are being enforced in an appropriate manner.  

(2) Costs incurred for investigations of complaints against the State's CLIA-exempt 
laboratories if the complaint is substantiated.  

(3) Costs of the State's prorata share of general overhead to develop and implement CLIA.  

(b) Accredited laboratories.  

(1) In addition to the certificate fee, a laboratory that is issued a certificate of accreditation 
is also assessed a fee to cover the cost of evaluating individual laboratories to determine 
overall whether an accreditation organization's standards and inspection policies are 
equivalent to the Federal program. All accredited laboratories share in the cost of these 
inspections. These costs are the same as those that are incurred when inspecting 
nonaccredited laboratories.  

(2) If a laboratory issued a certificate of accreditation has been inspected and followup 
visits are necessary because of identified deficiencies, HHS assesses the laboratory a fee to 
cover the cost of these visits. The fee is based on the actual resources and time necessary 
to perform the followup visits. HHS revokes the laboratory's certificate of accreditation for 
failure to pay the assessed fee.  

https://www.federalregister.gov/citation/57-FR-7138
https://www.federalregister.gov/citation/57-FR-7213
https://www.federalregister.gov/citation/60-FR-20047
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.645
https://www.ecfr.gov/current/title-42/section-493.645
https://www.ecfr.gov/current/title-42/section-493.645
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(c) If, in the case of a laboratory that has been issued a certificate of accreditation, certificate 
of waiver, or certificate for PPM procedures, it is necessary to conduct a complaint 
investigation, impose sanctions, or conduct a hearing, HHS assesses that laboratory a fee to 
cover the cost of these activities. Costs are based on the actual resources and time necessary 
to perform the activities and are not assessed until after the laboratory concedes the 
existence of deficiencies or an ALJ rules in favor of HHS. HHS revokes the laboratory's 
certificate for failure to pay the assessed costs. If a complaint investigation results in a 
complaint being unsubstantiated, or if an HHS adverse action is overturned at the conclusion 
of the administrative appeals process, the costs of these activities are not imposed upon the 
laboratory.  

[60 FR 20047, Apr. 24, 1995]  

§ 493.646 Payment of fees. 

(a) Except for CLIA-exempt laboratories, all laboratories are notified in writing by HHS or its 
designee of the appropriate fee(s) and instructions for submitting the fee(s), including the 
due date for payment and where to make payment. The appropriate certificate is not issued 
until the applicable fees have been paid.  

(b) For State-exempt laboratories, HHS estimates the cost of conducting validation surveys 
within the State for a 2-year period. HHS or its designee notifies the State by mail of the 
appropriate fees, including the due date for payment and the address of the United States 
Department of Treasury designated commercial bank to which payment must be made. In 
addition, if complaint investigations are conducted in laboratories within these States and are 
substantiated, HHS bills the State(s) the costs of the complaint investigations.  

[57 FR 7138, 7213, Feb. 28, 1992, as amended at 60 FR 20048, Apr. 24, 1995]  

§ 493.649 Methodology for determining fee amount. 

(a) General rule. The amount of the fee in each schedule for compliance determination 
inspections is based on the average hourly rate (which includes the costs to perform the 
required activities and necessary administration costs) multiplied by the average number of 
hours required or, if activities are performed by more than one of the entities listed in 
paragraph (b) of this section, the sum of the products of the applicable hourly rates multiplied 
by the average number of hours required by the entity to perform the activity. The fee for 
issuance of the registration certificate or certificate of compliance is based on the laboratory's 
scope and volume of testing.  

(b) Determining average hourly rates used in fee schedules. Three different entities 
perform activities related to the issuance or reissuance of any certificate. HHS determines 
the average hourly rates for the activities of each of these entities.  

(1) State survey agencies. The following costs are included in determining an average 
hourly rate for the activities performed by State survey agencies:  

(i) The costs incurred by the State survey agencies in evaluating personnel qualifications 
and monitoring each laboratory's participation in an approved proficiency testing program. 
The cost of onsite inspections and monitoring activities is the hourly rate derived as a 
result of an annual budget negotiation process with each State. The hourly rate 
encompasses salary costs (as determined by each State's civil service pay scale) and 

https://www.federalregister.gov/citation/60-FR-20047
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fringe benefit costs to support the required number of State inspectors, management and 
direct support staff.  

(ii) Travel costs necessary to comply with each State's administrative requirements and 
other direct costs such as equipment, printing, and supplies. These costs are established 
based on historical State requirements.  

(iii) Indirect costs as negotiated by HHS.  

(2) Federal agencies. The hourly rate for activities performed by Federal agencies is the 
most recent average hourly cost to HHS to staff and support a full time equivalent employee. 
Included in this cost are salary and fringe benefit costs, necessary administrative costs, 
such as printing, training, postage, express mail, supplies, equipment, computer system 
and building service charges associated with support services provided by organizational 
components such as a computer center, and any other oversight activities necessary to 
support the program.  

(3) HHS contractors. The hourly rate for activities performed by HHS contractors is the 
average hourly rate established for contractor assistance based on an independent 
government cost estimate for the required workload. This rate includes the cost of 
contractor support to provide proficiency testing programs to laboratories that do not 
participate in an approved proficiency testing program, provide specialized assistance in 
the evaluation of laboratory performance in an approved proficiency testing program, 
perform assessments of cytology testing laboratories, conduct special studies, bill and 
collect fees, issue certificates, establish accounting, monitoring and reporting systems, and 
assist with necessary surveyor training.  

(c) Determining number of hours. The average number of hours used to determine the 
overall fee in each schedule is HHS's estimate, based on historical experience, of the average 
time needed by each entity to perform the activities for which it is responsible.  

[57 FR 7138, 7213, Feb. 28, 1992, as amended at 60 FR 20048, Apr. 24, 1995]  

Subpart G [Reserved] 

Subpart H - Participation in Proficiency Testing for Laboratories Performing Nonwaived 
Testing 

Source: 57 FR 7146, Feb. 28, 1992, unless otherwise noted.  

§ 493.801 Condition: Enrollment and testing of samples. 

Cross Reference 

Link to an amendment published at 87 FR 41232, July 11, 2022. 

Each laboratory must enroll in a proficiency testing (PT) program that meets the criteria in 
subpart I of this part and is approved by HHS. The laboratory must enroll in an approved 
program or programs for each of the specialties and subspecialties for which it seeks 
certification. The laboratory must test the samples in the same manner as patients' specimens. 
For laboratories subject to 42 CFR part 493 published on March 14, 1990 (55 FR 9538) prior 
to September 1, 1992, the rules of this subpart are effective on September 1, 1992. For all 
other laboratories, the rules of this subpart are effective January 1, 1994.  

https://www.federalregister.gov/citation/57-FR-7138
https://www.federalregister.gov/citation/57-FR-7213
https://www.federalregister.gov/citation/60-FR-20048
https://www.ecfr.gov/current/title-42/part-493/subpart-G
https://www.ecfr.gov/current/title-42/part-493/subpart-H
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https://www.ecfr.gov/current/title-42/part-493/subpart-I
https://www.ecfr.gov/current/title-42/part-493
https://www.federalregister.gov/citation/55-FR-9538
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(a) Standard; Enrollment. The laboratory must -  

(1) Notify HHS of the approved program or programs in which it chooses to participate to 
meet proficiency testing requirements of this subpart.  

(2)  

(i) Designate the program(s) to be used for each specialty, subspecialty, and analyte or 
test to determine compliance with this subpart if the laboratory participates in more than 
one proficiency testing program approved by CMS; and  

(ii) For those tests performed by the laboratory that are not included in subpart I of this 
part, a laboratory must establish and maintain the accuracy of its testing procedures, in 
accordance with § 493.1236(c)(1).  

(3) For each specialty, subspecialty and analyte or test, participate in one approved 
proficiency testing program or programs, for one year before designating a different 
program and must notify CMS before any change in designation; and  

(4) Authorize the proficiency testing program to release to HHS all data required to -  

(i) Determine the laboratory's compliance with this subpart; and  

(ii) Make PT results available to the public as required in section 353(f)(3)(F) of the Public 
Health Service Act.  

(b) Standard: Testing of proficiency testing samples. The laboratory must examine or 
test, as applicable, the proficiency testing samples it receives from the proficiency testing 
program in the same manner as it tests patient specimens. This testing must be conducted 
in conformance with paragraph (b)(4) of this section. If the laboratory's patient specimen 
testing procedures would normally require reflex, distributive, or confirmatory testing at 
another laboratory, the laboratory should test the proficiency testing sample as it would a 
patient specimen up until the point it would refer a patient specimen to a second laboratory 
for any form of further testing.  

(1) The samples must be examined or tested with the laboratory's regular patient workload 
by personnel who routinely perform the testing in the laboratory, using the laboratory's 
routine methods. The individual testing or examining the samples and the laboratory 
director must attest to the routine integration of the samples into the patient workload 
using the laboratory's routine methods.  

(2) The laboratory must test samples the same number of times that it routinely tests 
patient samples.  

(3) Laboratories that perform tests on proficiency testing samples must not engage in any 
inter-laboratory communications pertaining to the results of proficiency testing sample(s) 
until after the date by which the laboratory must report proficiency testing results to the 
program for the testing event in which the samples were sent. Laboratories with multiple 
testing sites or separate locations must not participate in any communications or 
discussions across sites/locations concerning proficiency testing sample results until after 
the date by which the laboratory must report proficiency testing results to the program.  

https://www.ecfr.gov/current/title-42/part-493/subpart-I
https://www.ecfr.gov/current/title-42/part-493/subpart-I
https://www.ecfr.gov/current/title-42/section-493.1236#p-493.1236(c)(1)
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(4) The laboratory must not send proficiency testing samples or portions of proficiency 
testing samples to another laboratory for any analysis for which it is certified to perform in 
its own laboratory. Any laboratory that CMS determines intentionally referred a proficiency 
testing sample to another laboratory for analysis may have its certification revoked for at 
least 1 year. If CMS determines that a proficiency testing sample was referred to another 
laboratory for analysis, but the requested testing was limited to reflex, distributive, or 
confirmatory testing that, if the sample were a patient specimen, would have been in full 
conformance with written, legally accurate and adequate standard operating procedures 
for the laboratory's testing of patient specimens, and if the proficiency testing referral is 
not a repeat proficiency testing referral, CMS will consider the referral to be improper and 
subject to alternative sanctions in accordance with § 493.1804(c), but not intentional. Any 
laboratory that receives a proficiency testing sample from another laboratory for testing 
must notify CMS of the receipt of that sample regardless of whether the referral was made 
for reflex or confirmatory testing, or any other reason.  

(5) The laboratory must document the handling, preparation, processing, examination, and 
each step in the testing and reporting of results for all proficiency testing samples. The 
laboratory must maintain a copy of all records, including a copy of the proficiency testing 
program report forms used by the laboratory to record proficiency testing results including 
the attestation statement provided by the PT program, signed by the analyst and the 
laboratory director, documenting that proficiency testing samples were tested in the same 
manner as patient specimens, for a minimum of two years from the date of the proficiency 
testing event.  

(6) PT is required for only the test system, assay, or examination used as the primary 
method for patient testing during the PT event.  

[57 FR 7146, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003; 79 FR 27157, May 12, 2014]  

§ 493.803 Condition: Successful participation. 

(a) Each laboratory performing nonwaived testing must successfully participate in a 
proficiency testing program approved by CMS, if applicable, as described in subpart I of this 
part for each specialty, subspecialty, and analyte or test in which the laboratory is certified 
under CLIA.  

(b) Except as specified in paragraph (c) of this section, if a laboratory fails to participate 
successfully in proficiency testing for a given specialty, subspecialty, analyte or test, as 
defined in this section, or fails to take remedial action when an individual fails gynecologic 
cytology, CMS imposes sanctions, as specified in subpart R of this part.  

(c) If a laboratory fails to perform successfully in a CMS-approved proficiency testing program, 
for the initial unsuccessful performance, CMS may direct the laboratory to undertake training 
of its personnel or to obtain technical assistance, or both, rather than imposing alternative 
or principle sanctions except when one or more of the following conditions exists:  

(1) There is immediate jeopardy to patient health and safety.  

(2) The laboratory fails to provide CMS or a CMS agent with satisfactory evidence that it 
has taken steps to correct the problem identified by the unsuccessful proficiency testing 
performance.  

https://www.ecfr.gov/current/title-42/section-493.1804#p-493.1804(c)
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(3) The laboratory has a poor compliance history.  

[57 FR 7146, Feb. 28, 1992, as amended at 60 FR 20048, Apr. 24, 1995; 63 FR 26737, May 
14, 1998; 68 FR 3702, Jan. 24, 2003]  

§ 493.807 Condition: Reinstatement of laboratories performing nonwaived testing. 

(a) If a laboratory's certificate is suspended or limited or its Medicare or Medicaid approval is 
cancelled or its Medicare or Medicaid payments are suspended because it fails to participate 
successfully in proficiency testing for one or more specialties, subspecialties, analyte or test, 
or voluntarily withdraws its certification under CLIA for the failed specialty, subspecialty, or 
analyte, the laboratory must then demonstrate sustained satisfactory performance on two 
consecutive proficiency testing events, one of which may be on site, before CMS will consider 
it for reinstatement for certification and Medicare or Medicaid approval in that specialty, 
subspecialty, analyte or test.  

(b) The cancellation period for Medicare and Medicaid approval or period for suspension of 
Medicare or Medicaid payments or suspension or limitation of certification under CLIA for the 
failed specialty, subspecialty, or analyte or test is for a period of not less than six months 
from the date of cancellation, limitation or suspension of the CLIA certificate.  

[58 FR 5228, Jan. 19, 1993, as amended at 60 FR 20048, Apr. 24, 1995]  

Proficiency Testing by Specialty and Subspecialty for Laboratories Performing Tests of 
Moderate Complexity (Including the Subcategory), High Complexity, or Any 
Combination of These Tests 

§ 493.821 Condition: Microbiology. 

The specialty of microbiology includes, for purposes of proficiency testing, the subspecialties 
of bacteriology, mycobacteriology, mycology, parasitology and virology.  

§ 493.823 Standard; Bacteriology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

https://www.federalregister.gov/citation/57-FR-7146
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(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) Remedial action must be taken and documented, and the documentation must be 
maintained by the laboratory for two years from the date of participation in the proficiency 
testing event.  

(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.825 Standard; Mycobacteriology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) Remedial action must be taken and documented, and the documentation must be 
maintained by the laboratory for two years from the date of participation in the proficiency 
testing event.  

https://www.ecfr.gov/current/title-42/section-493.825
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(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.827 Standard; Mycology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) Remedial action must be taken and documented, and the documentation must be 
maintained by the laboratory for two years from the date of participation in the proficiency 
testing event.  

(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.829 Standard; Parasitology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

https://www.ecfr.gov/current/title-42/section-493.827
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(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) Remedial action must be taken and documented, and the documentation must be 
maintained by the laboratory for two years from the date of participation in the proficiency 
testing event.  

(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.831 Standard; Virology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

https://www.ecfr.gov/current/title-42/section-493.831
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(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) For any unsatisfactory testing events, remedial action must be taken and documented, 
and the documentation must be maintained by the laboratory for two years from the date 
of participation in the proficiency testing event.  

(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.833 Condition: Diagnostic immunology. 

The specialty of diagnostic immunology includes for purposes of proficiency testing the 
subspecialties of syphilis serology and general immunology.  

§ 493.835 Standard; Syphilis serology. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) For any unacceptable testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

https://www.ecfr.gov/current/title-42/section-493.833
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(e) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.837 Standard; General immunology. 

(a) Failure to attain a score of at least 80 percent of acceptable responses for each analyte 
in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory analyte or test performance or testing event for reasons other 
than a failure to participate, the laboratory must undertake appropriate training and employ 
the technical assistance necessary to correct problems associated with a proficiency testing 
failure.  

(2) For any unacceptable analyte or testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte or test in two consecutive 
testing events or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.839 Condition: Chemistry. 

The specialty of chemistry includes for the purposes of proficiency testing the subspecialties of 
routine chemistry, endocrinology, and toxicology.  

https://www.ecfr.gov/current/title-42/section-493.837
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§ 493.841 Standard; Routine chemistry. 

(a) Failure to attain a score of at least 80 percent of acceptable responses for each analyte 
in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory analyte or test performance or testing event for reasons other 
than a failure to participate, the laboratory must undertake appropriate training and employ 
the technical assistance necessary to correct problems associated with a proficiency testing 
failure.  

(2) For any unacceptable analyte or testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte or test in two consecutive 
testing events or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.843 Standard; Endocrinology. 

(a) Failure to attain a score of at least 80 percent of acceptable responses for each analyte 
in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

https://www.ecfr.gov/current/title-42/section-493.841
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(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory analyte or test performance or testing event for reasons other 
than a failure to participate, the laboratory must undertake appropriate training and employ 
the technical assistance necessary to correct problems associated with a proficiency testing 
failure.  

(2) For any unacceptable analyte or testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte or test in two consecutive 
testing events or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.845 Standard; Toxicology. 

(a) Failure to attain a score of at least 80 percent of acceptable responses for each analyte 
in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

https://www.ecfr.gov/current/title-42/section-493.845
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(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory analyte or test performance or testing event for reasons other 
than a failure to participate, the laboratory must undertake appropriate training and employ 
the technical assistance necessary to correct problems associated with a proficiency testing 
failure.  

(2) For any unacceptable analyte or testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte or test in two consecutive 
testing events or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.849 Condition: Hematology. 

The specialty of hematology, for the purpose of proficiency testing, is not subdivided into 
subspecialties of testing.  

§ 493.851 Standard; Hematology. 

(a) Failure to attain a score of at least 80 percent of acceptable responses for each analyte 
in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 

https://www.ecfr.gov/current/title-42/section-493.849
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and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory analyte or test performance or testing event for reasons other 
than a failure to participate, the laboratory must undertake appropriate training and employ 
the technical assistance necessary to correct problems associated with a proficiency testing 
failure.  

(2) For any unacceptable analyte or testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte in two consecutive events 
or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory performance for two 
consecutive testing events or two out of three consecutive testing events is unsuccessful 
performance.  

§ 493.853 Condition: Pathology. 

The specialty of pathology includes, for purposes of proficiency testing, the subspecialty of 
cytology limited to gynecologic examinations.  

§ 493.855 Standard; Cytology: gynecologic examinations. 

To participate successfully in a cytology proficiency testing program for gynecologic 
examinations (Pap smears), the laboratory must meet the requirements of paragraphs (a) 
through (c) of this section.  

(a) The laboratory must ensure that each individual engaged in the examination of 
gynecologic preparations is enrolled in a proficiency testing program approved by CMS by 
January 1, 1995, if available in the State in which he or she is employed. The laboratory must 
ensure that each individual is tested at least once per year and obtains a passing score. To 
ensure this annual testing of individuals, an announced or unannounced testing event will be 
conducted on-site in each laboratory at least once each year. Laboratories will be notified of 
the time of each announced on-site testing event at least 30 days prior to each event. 
Additional testing events will be conducted as necessary in each State or region for the 
purpose of testing individuals who miss the on-site testing event and for retesting individuals 
as described in paragraph (b) of this section.  

(b) The laboratory must ensure that each individual participates in an annual testing event 
that involves the examination of a 10-slide test set as described in § 493.945. Individuals 
who fail this testing event are retested with another 10-slide test set as described in 
paragraphs (b)(1) and (b)(2) of this section. Individuals who fail this second test are 

https://www.ecfr.gov/current/title-42/section-493.853
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subsequently retested with a 20-slide test set as described in paragraphs (b)(2) and (b)(3) 
of this section. Individuals are given not more than 2 hours to complete a 10-slide test and 
not more than 4 hours to complete a 20-slide test. Unexcused failure to appear by an 
individual for a retest will result in test failure with resulting remediation and limitations on 
slide examinations as specified in (b)(1), (b)(2), and (b)(3) of this section.  

(1) An individual is determined to have failed the annual testing event if he or she scores 
less than 90 percent on a 10-slide test set. For an individual who fails an annual proficiency 
testing event, the laboratory must schedule a retesting event which must take place not 
more than 45 days after receipt of the notification of failure.  

(2) An individual is determined to have failed the second testing event if he or she scores 
less than 90 percent on a 10-slide test set. For an individual who fails a second testing 
event, the laboratory must provide him or her with documented, remedial training and 
education in the area of failure, and must assure that all gynecologic slides evaluated 
subsequent to the notice of failure are reexamined until the individual is again retested with 
a 20-slide test set and scores at least 90 percent. Reexamination of slides must be 
documented.  

(3) An individual is determined to have failed the third testing event if he or she scores less 
than 90 percent on a 20-slide test set. An individual who fails the third testing event must 
cease examining gynecologic slide preparations immediately upon notification of test failure 
and may not resume examining gynecologic slides until the laboratory assures that the 
individual obtains at least 35 hours of documented, formally structured, continuing 
education in diagnostic cytopathology that focuses on the examination of gynecologic 
preparations, and until he or she is retested with a 20-slide test set and scores at least 90 
percent.  

(c) If a laboratory fails to ensure that individuals are tested or those who fail a testing event 
are retested, or fails to take required remedial actions as described in paragraphs (b)(1), 
(b)(2) or (b)(3) of this section, CMS will initiate intermediate sanctions or limit the 
laboratory's certificate to exclude gynecologic cytology testing under CLIA, and, if applicable, 
suspend the laboratory's Medicare and Medicaid payments for gynecologic cytology testing 
in accordance with subpart R of this part.  

[57 FR 7146, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993; 59 FR 62609, Dec. 6, 
1994]  

§ 493.857 Condition: Immunohematology. 

The specialty of immunohematology includes four subspecialties for the purposes of proficiency 
testing: ABO group and D (Rho) typing; unexpected antibody detection; compatibility testing; 
and antibody identification.  

§ 493.859 Standard; ABO group and D (Rho) typing. 

(a) Failure to attain a score of at least 100 percent of acceptable responses for each analyte 
or test in each testing event is unsatisfactory analyte performance for the testing event.  

(b) Failure to attain an overall testing event score of at least 100 percent is unsatisfactory 
performance.  

https://www.ecfr.gov/current/title-42/section-493.855#p-493.855(b)(2)
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https://www.ecfr.gov/current/title-42/section-493.855#p-493.855(b)(2)
https://www.ecfr.gov/current/title-42/section-493.855#p-493.855(b)(3)
https://www.ecfr.gov/current/title-42/section-493.855#p-493.855(b)(1)
https://www.ecfr.gov/current/title-42/section-493.855#p-493.855(b)(2)
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(c) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(d) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(e)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) For any unacceptable analyte or unsatisfactory testing event score, remedial action 
must be taken and documented, and the documentation must be maintained by the 
laboratory for two years from the date of participation in the proficiency testing event.  

(f) Failure to achieve satisfactory performance for the same analyte in two consecutive testing 
events or two out of three consecutive testing events is unsuccessful performance.  

(g) Failure to achieve an overall testing event score of satisfactory for two consecutive testing 
events or two out of three consecutive testing events is unsuccessful performance.  

§ 493.861 Standard; Unexpected antibody detection. 

Cross Reference 

Link to an amendment published at 87 FR 41232, July 11, 2022. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 

https://www.ecfr.gov/current/title-42/section-493.861
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and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) For any unsatisfactory testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(e) Failure to achieve an overall testing event score of satisfactory for two consecutive testing 
events or two out of three consecutive testing events is unsuccessful performance.  

§ 493.863 Standard; Compatibility testing. 

(a) Failure to attain an overall testing event score of at least 100 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

https://www.ecfr.gov/current/title-42/section-493.863
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(2) For any unsatisfactory testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(e) Failure to achieve an overall testing event score of satisfactory for two consecutive testing 
events or two out of three consecutive testing events is unsuccessful performance.  

§ 493.865 Standard; Antibody identification. 

(a) Failure to attain an overall testing event score of at least 80 percent is unsatisfactory 
performance.  

(b) Failure to participate in a testing event is unsatisfactory performance and results in a 
score of 0 for the testing event. Consideration may be given to those laboratories failing to 
participate in a testing event only if -  

(1) Patient testing was suspended during the time frame allotted for testing and reporting 
proficiency testing results;  

(2) The laboratory notifies the inspecting agency and the proficiency testing program within 
the time frame for submitting proficiency testing results of the suspension of patient testing 
and the circumstances associated with failure to perform tests on proficiency testing 
samples; and  

(3) The laboratory participated in the previous two proficiency testing events.  

(c) Failure to return proficiency testing results to the proficiency testing program within the 
time frame specified by the program is unsatisfactory performance and results in a score of 
0 for the testing event.  

(d)  

(1) For any unsatisfactory testing event for reasons other than a failure to participate, the 
laboratory must undertake appropriate training and employ the technical assistance 
necessary to correct problems associated with a proficiency testing failure.  

(2) For any unsatisfactory testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two years 
from the date of participation in the proficiency testing event.  

(e) Failure to identify the same antibody in two consecutive or two out of three consecutive 
testing events is unsuccessful performance.  

(f) Failure to achieve an overall testing event score of satisfactory for two consecutive testing 
events or two out of three consecutive testing events is unsuccessful performance.  

Subpart I - Proficiency Testing Programs for Nonwaived Testing 

Source: 57 FR 7151, Feb. 28, 1992, unless otherwise noted.  

§ 493.901 Approval of proficiency testing programs. 
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Cross Reference 

Link to an amendment published at 87 FR 41232, July 11, 2022. 

In order for a proficiency testing program to receive HHS approval, the program must be 
offered by a private nonprofit organization or a Federal or State agency, or entity acting as a 
designated agent for the State. An organization, Federal, or State program seeking approval 
or reapproval for its program for the next calendar year must submit an application providing 
the required information by July 1 of the current year. The organization, Federal, or State 
program must provide technical assistance to laboratories seeking to qualify under the program, 
and must, for each specialty, subspecialty, and analyte or test for which it provides testing -  

(a) Assure the quality of test samples, appropriately evaluate and score the testing results, 
and identify performance problems in a timely manner;  

(b) Demonstrate to HHS that it has -  

(1) The technical ability required to -  

(i) Prepare or purchase samples from manufacturers who prepare the samples in 
conformance with the appropriate good manufacturing practices required in 21 CFR parts 
606, 640, and 820; and  

(ii) Distribute the samples, using rigorous quality control to assure that samples mimic 
actual patient specimens when possible and that samples are homogeneous, except for 
specific subspecialties such as cytology, and will be stable within the time frame for 
analysis by proficiency testing participants;  

(2) A scientifically defensible process for determining the correct result for each challenge 
offered by the program;  

(3) A program of sufficient annual challenge and with the frequency specified in §§ 493.909 
through 493.959 to establish that a laboratory has met minimum performance 
requirements;  

(4) The resources needed to provide Statewide or nationwide reports to regulatory agencies 
on individual's performance for gynecologic cytology and on individual laboratory 
performance on testing events, cumulative reports and scores for each laboratory or 
individual, and reports of specific laboratory failures using grading criteria acceptable to 
HHS. These reports must be provided to HHS on a timely basis when requested;  

(5) Provisions to include on each proficiency testing program report form used by the 
laboratory to record testing event results, an attestation statement that proficiency testing 
samples were tested in the same manner as patient specimens with a signature block to 
be completed by the individual performing the test as well as by the laboratory director;  

(6) A mechanism for notifying participants of the PT shipping schedule and for participants 
to notify the proficiency testing program within three days of the expected date of receipt 
of the shipment that samples have not arrived or are unacceptable for testing. The program 
must have provisions for replacement of samples that are lost in transit or are received in 
a condition that is unacceptable for testing; and  

https://www.federalregister.gov/citation/87-FR-41232
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(7) A process to resolve technical, administrative, and scientific problems about program 
operations;  

(c) Meet the specific criteria for proficiency testing programs listed by specialty, subspecialty, 
and analyte or test contained in §§ 493.901 through 493.959 for initial approval and 
thereafter provide HHS, on an annual basis, with the information necessary to assure that 
the proficiency testing program meets the criteria required for approval; and  

(d) Comply with all applicable packaging, shipment, and notification requirements of 42 CFR 
part 72.  

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993]  

§ 493.903 Administrative responsibilities. 

Cross Reference 

Link to an amendment published at 87 FR 41233, July 11, 2022. 

The proficiency testing program must -  

(a)  

(1) Provide HHS or its designees and participating laboratories with an electronic or a hard 
copy, or both, of reports of proficiency testing results and all scores for each laboratory's 
performance in a format as required by and approved by CMS for each CLIA-certified 
specialty, subspecialty, and analyte or test within 60 days after the date by which the 
laboratory must report proficiency testing results to the proficiency testing program.  

(2) Provide HHS with reports of PT results and scores of individual performance in cytology 
and provide copies of reports to participating individuals, and to all laboratories that employ 
the individuals, within 15 working days of the testing event;  

(b) Furnish to HHS cumulative reports on an individual laboratory's performance and 
aggregate data on CLIA-certified laboratories for the purpose of establishing a system to 
make the proficiency testing program's results available, on a reasonable basis, upon request 
of any person, and include such explanatory information as may be appropriate to assist in 
the interpretation of the proficiency testing program's results;  

(c) Provide HHS with additional information and data upon request and submit such 
information necessary for HHS to conduct an annual evaluation to determine whether the 
proficiency testing program continues to meet the requirements of §§ 493.901 through 
493.959;  

(d) Maintain records of laboratories' performance for a period of five years or such time as 
may be necessary for any legal proceedings; and  

(e) Provide HHS with an annual report and, if needed, an interim report which identifies any 
previously unrecognized sources of variability in kits, instruments, methods, or PT samples, 
which adversely affect the programs' ability to evaluate laboratory performance.  

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993]  
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§ 493.905 Nonapproved proficiency testing programs. 

Cross Reference 

Link to an amendment published at 87 FR 41233, July 11, 2022. 

If a proficiency testing program is determined by HHS to fail to meet any criteria contained in 
§§ 493.901 through 493.959 for approval of the proficiency testing program, CMS will notify 
the program and the program must notify all laboratories enrolled of the nonapproval and the 
reasons for nonapproval within 30 days of the notification.  

Proficiency Testing Programs by Specialty and Subspecialty 

§ 493.909 Microbiology. 

The subspecialties under the specialty of microbiology for which a program may offer 
proficiency testing are bacteriology, mycobacteriology, mycology, parasitology and virology. 
Specific criteria for these subspecialties are found at §§ 493.911 through 493.919.  

§ 493.911 Bacteriology. 

Cross Reference 

Link to an amendment published at 87 FR 41233, July 11, 2022. 

(a) Types of services offered by laboratories. In bacteriology, for proficiency testing 
purposes, there are five types of laboratories:  

(1) Those that interpret Gram stains or perform primary inoculation, or both; and refer 
cultures to another laboratory appropriately certified for the subspecialty of bacteriology for 
identification;  

(2) Those that use direct antigen techniques to detect an organism and may also interpret 
Gram stains or perform primary inoculation, or perform any combination of these;  

(3) Those that, in addition to interpreting Gram stains, performing primary inoculations, 
and using direct antigen tests, also isolate and identify aerobic bacteria from throat, urine, 
cervical, or urethral discharge specimens to the genus level and may also perform 
antimicrobial susceptibility tests on selected isolated microorganisms;  

(4) Those that perform the services in paragraph (a)(3) of this section and also isolate and 
identify aerobic bacteria from any source to the species level and may also perform 
antimicrobial susceptibility tests; and  

(5) Those that perform the services in paragraph (a)(4) of this section and also isolate and 
identify anaerobic bacteria from any source.  

(b) Program content and frequency of challenge. To be approved for proficiency testing 
for bacteriology, the annual program must provide a minimum of five samples per testing 
event. There must be at least three testing events at approximately equal intervals per year. 
The samples may be provided to the laboratory through mailed shipments or, at HHS' option, 
may be provided to HHS or its designee for on-site testing. For the types of laboratories 

https://www.ecfr.gov/current/title-42/section-493.905
https://www.federalregister.gov/citation/87-FR-41233
https://www.ecfr.gov/current/title-42/section-493.901
https://www.ecfr.gov/current/title-42/section-493.959
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFRefb3c9d811d8641
https://www.ecfr.gov/current/title-42/section-493.909
https://www.ecfr.gov/current/title-42/section-493.911
https://www.ecfr.gov/current/title-42/section-493.919
https://www.ecfr.gov/current/title-42/section-493.911
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specified in paragraph (a) of this section, an annual program must include samples that 
contain organisms that are representative of the six major groups of bacteria: anaerobes, 
Enterobacteriaceae, gram-positive bacilli, gram-positive cocci, gram-negative cocci, and 
miscellaneous gram-negative bacteria, as appropriate. The specific organisms included in the 
samples may vary from year to year. The annual program must include samples for bacterial 
antigen detection, bacterial isolation and identification, Gram stain, and antimicrobial 
susceptibility testing.  

(1) An approved program must furnish HHS with a description of samples that it plans to 
include in its annual program no later than six months before each calendar year. At least 
50 percent of the samples must be mixtures of the principal organism and appropriate 
normal flora. The program must include other important emerging pathogens (as 
determined by HHS) and either organisms commonly occurring in patient specimens or 
opportunistic pathogens. The program must include the following two types of samples; 
each type of sample must meet the 50 percent mixed culture criterion:  

(i) Samples that require laboratories to report only organisms that the testing laboratory 
considers to be a principal pathogen that is clearly responsible for a described illness 
(excluding immuno-compromised patients). The program determines the reportable 
isolates, including antimicrobial susceptibility for any designated isolate; and  

(ii) Samples that require laboratories to report all organisms present. Samples must 
contain multiple organisms frequently found in specimens such as urine, blood, abscesses, 
and aspirates where multiple isolates are clearly significant or where specimens are 
derived from immuno-compromised patients. The program determines the reportable 
isolates.  

(2) An approved program may vary over time. For example, the types of organisms that 
might be included in an approved program over time are -  

1 Anaerobes:  
Bacteroides fragilis group  
Clostridium perfringens  
Peptostreptococcus anaerobius  
Enterobacteriaceae  
Citrobacter freundii  
Enterobacter aerogenes  
Escherichia coli  
Klebsiella pneumoniae  
Proteus mirabilis  
Salmonella typhimurium  
Serratia marcescens  
Shigella sonnei  
Yersinia enterocolitica  

2 Gram-positive bacilli:  
Listeria monocytogenes  
Corynebacterium species CDC Group JK  

3 Gram-positive cocci:  
Staphylococcus aureus  
Streptococcus Group A  
Streptococcus Group B  
Streptococcus Group D (S. bovis and enterococcus)  
Streptococcus pneumoniae  

https://www.ecfr.gov/current/title-42/section-493.911#p-493.911(a)
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4 Gram-negative cocci:  
Branhamella catarrhalis  
Neisseria gonorrhoeae  
Neisseria meningitidis  

5 Miscellaneous Gram-negative bacteria:  
Campylobacter jejuni  

Haemophilis influenza, Type B  

Pseudomonas aeruginosa  

(3) For antimicrobial susceptibility testing, the program must provide at least one sample 
per testing event that includes gram-positive or gram-negative strains that have a 
predetermined pattern of sensitivity or resistance to the common antimicrobial agents.  

(c) Evaluation of a laboratory's performance. HHS approves only those programs that 
assess the accuracy of a laboratory's responses in accordance with paragraphs (c) (1) 
through (7) of this section.  

(1) The program determines staining characteristics to be interpreted by Gram stain. The 
program determines the reportable bacteria to be detected by direct antigen techniques or 
isolation. To determine the accuracy of a laboratory's response for Gram stain interpretation, 
direct antigen detection, identification, or antimicrobial susceptibility testing, the program 
must compare the laboratory's response for each sample with the response which reflects 
agreement of either 80 percent of ten or more referee laboratories or 80 percent or more 
of all participating laboratories.  

(2) To evaluate a laboratory's response for a particular sample, the program must 
determine a laboratory's type of service in accordance with paragraph (a) of this section. 
A laboratory must isolate and identify the organisms to the same extent it performs these 
procedures on patient specimens. A laboratory's performance will be evaluated on the basis 
of its final answer, for example, a laboratory specified in paragraph (a)(3) of this section 
will be evaluated on the basis of the average of its scores for paragraphs (c)(3) through 
(c)(6) as determined in paragraph (c)(7) of this section.  

(3) Since laboratories may incorrectly report the presence of organisms in addition to the 
correctly identified principal organism(s), the grading system must provide a means of 
deducting credit for additional erroneous organisms that are reported. Therefore, the total 
number of correct responses for organism isolation and identification submitted by the 
laboratory divided by the number of organisms present plus the number of incorrect 
organisms reported by the laboratory must be multiplied by 100 to establish a score for 
each sample in each testing event. For example, if a sample contained one principal 
organism and the laboratory reported it correctly but reported the presence of an additional 
organism, which was not considered reportable, the sample grade would be 1/(1 + 1) × 
100 = 50 percent.  

(4) For antimicrobial susceptibility testing, a laboratory must indicate which drugs are 
routinely included in its test panel when testing patient samples. A laboratory's performance 
will be evaluated for only those antibiotics for which service is offered. A correct response 
for each antibiotic will be determined as described in § 493.911(c) (1) using criteria such 
as the guidelines established by the National Committee for Clinical Laboratory Standards. 
Grading is based on the number of correct susceptibility responses reported by the 
laboratory divided by the actual number of correct susceptibility responses determined by 
the program, multiplied by 100. For example, if a laboratory offers susceptibility testing for 

https://www.ecfr.gov/current/title-42/section-493.911#p-493.911(c)(1)
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Enterobacteriaceae using amikacin, cephalothin, and tobramycin, and the organism in the 
proficiency testing sample is an Enterobacteriaceae, and the laboratory reports correct 
responses for two of three antimicrobial agents, the laboratory's grade would be 2/3 × 100 
= 67 percent.  

(5) The performance criterion for qualitative antigen tests is the presence or absence of the 
bacterial antigen. The score for antigen tests is the number of correct responses divided by 
the number of samples to be tested for the antigen, multiplied by 100.  

(6) The performance criteria for Gram stain is staining reaction, i.e., gram positive or gram 
negative. The score for Gram stain is the number of correct responses divided by the 
number of challenges to be tested, multiplied by 100.  

(7) The score for a testing event in bacteriology is the average of the scores determined 
under paragraphs (c)(3) through (c)(6) of this section kbased on the type of service offered 
by the laboratory.  

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.913 Mycobacteriology. 

Cross Reference 

Link to an amendment published at 87 FR 41234, July 11, 2022. 

(a) Types of services offered by laboratories. In mycobacteriology, there are five types of 
laboratories for proficiency testing purposes:  

(1) Those that interpret acid-fast stains and refer specimen to another laboratory 
appropriately certified in the subspecialty of mycobacteriology;  

(2) Those that interpret acid-fast stains, perform primary inoculation, and refer cultures to 
another laboratory appropriately certified in the subspecialty of mycobacteriology for 
identification;  

(3) Those that interpret acid-fast stains, isolate and perform identification and/or 
antimycobacterial susceptibility of Mycobacterium tuberculosis, but refer other 
mycobacteria species to another laboratory appropriately certified in the subspecialty of 
mycobacteriology for identification and/or susceptibility tests;  

(4) Those that interpret acid-fast stains, isolate and identify all mycobacteria to the extent 
required for correct clinical diagnosis, but refer antimycobacterial susceptibility tests to 
another laboratory appropriately certified in the subspecialty of mycobacteriology; and  

(5) Those that interpret acid-fast stains, isolate and identify all mycobacteria to the extent 
required for correct clinical diagnosis, and perform antimycobacterial susceptibility tests on 
the organisms isolated.  

(b) Program content and frequency of challenge. To be approved for proficiency testing 
for mycobacteriology, the annual program must provide a minimum of five samples per 
testing event. There must be at least two testing events per year. The samples may be 
provided through mailed shipments or, at HHS' option, provided to HHS or its designee for 

https://www.ecfr.gov/current/title-42/section-493.911#p-493.911(c)(3)
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on-site testing events. For types of laboratories specified in paragraphs (a)(1) and (a) (3) 
through (5) of this section, an annual program must include samples that contain species 
that are representative of the 5 major groups (complexes) of mycobacteria encountered in 
human specimens. The specific mycobacteria included in the samples may vary from year to 
year.  

(1) An approved program must furnish HHS and its agents with a description of samples 
that it plans to include in its annual program no later than six months before each calendar 
year. At least 50 percent of the samples must be mixtures of the principal mycobacteria 
and appropriate normal flora. The program must include mycobacteria commonly occurring 
in patient specimens and other important emerging mycobacteria (as determined by HHS). 
The program determines the reportable isolates and correct responses for 
antimycobacterial susceptibility for any designated isolate.  

(2) An approved program may vary over time. For example, the types of mycobacteria that 
might be included in an approved program over time are -  

6 TB  
Mycobacterium tuberculosis  
Mycobacterium bovis  
7 Group I  
Mycobacterium kansasii  
8 Group II  
Mycobacterium szulgai  
9 Group III  
Mycobacterium avium-intracellulare  
Mycobacterium terrae  
10 Group IV  

Mycobacterium fortuitum  

(3) For antimycobacterial susceptibility testing, the program must provide at least one 
sample per testing event that includes mycobacterium tuberculosis that has a 
predetermined pattern of sensitivity or resistance to the common antimycobacterial agents.  

(4) For laboratories specified in paragraphs (a)(1) and (a)(2), the program must provide 
at least five samples per testing event that includes challenges that are acid-fast and 
challenges which do not contain acid-fast organisms.  

(c) Evaluation of a laboratory's performance. HHS approves only those programs that 
assess the accuracy of a laboratory's response in accordance with paragraphs (c)(1) through 
(6) of this section.  

(1) The program determines the reportable mycobacteria to be detected by acid-fast stain, 
for isolation and identification, and for antimycobacterial susceptibility. To determine the 
accuracy of a laboratory's response, the program must compare the laboratory's response 
for each sample with the response that reflects agreement of either 80 percent of ten or 
more referee laboratories or 80 percent or more of all participating laboratories.  

(2) To evaluate a laboratory's response for a particular sample, the program must 
determine a laboratory's type of service in accordance with paragraph (a) of this section. 
A laboratory must interpret acid-fast stains and isolate and identify the organisms to the 
same extent it performs these procedures on patient specimens. A laboratory's 

https://www.ecfr.gov/current/title-42/section-493.913#p-493.913(a)(1)
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performance will be evaluated on the basis of the average of its scores as determined in 
paragraph (c)(6) of this section.  

(3) Since laboratories may incorrectly report the presence of organisms in addition to the 
correctly identified principal organism(s), the grading system must provide a means of 
deducting credit for additional erroneous organisms reported. Therefore, the total number 
of correct responses submitted by the laboratory divided by the number of organisms 
present plus the number of incorrect organisms reported by the laboratory must be 
multiplied by 100 to establish a score for each sample in each testing event. For example, 
if a sample contained one principal organism and the laboratory reported it correctly but 
reported the presence of an additional organism, which was not present, the sample grade 
would be  

1 / (1 + 1) × 100 = 50 percent  

(4) For antimycobacterial susceptibility testing, a laboratory must indicate which drugs are 
routinely included in its test panel when testing patient samples. A laboratory's performance 
will be evaluated for only those antibiotics for which susceptibility testing is routinely 
performed on patient specimens. A correct response for each antibiotic will be determined 
as described in § 493.913(c)(1). Grading is based on the number of correct susceptibility 
responses reported by the laboratory divided by the actual number of correct susceptibility 
responses as determined by the program, multiplied by 100. For example, if a laboratory 
offers susceptibility testing using three antimycobacterial agents and the laboratory reports 
correct response for two of the three antimycobacterial agents, the laboratory's grade 
would be 2⁄3 × 100 = 67 percent.  

(5) The performance criterion for qualitative tests is the presence or absence of acid-fast 
organisms. The score for acid-fast organism detection is the number of correct responses 
divided by the number of samples to be tested, multiplied by 100.  

(6) The score for a testing event in mycobacteriology is the average of the scores 
determined under paragraphs (c)(3) through (c)(5) of this section based on the type of 
service offered by the laboratory.  

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.915 Mycology. 

Cross Reference 

Link to an amendment published at 87 FR 41235, July 11, 2022. 

(a) Types of services offered by laboratories. In mycology, there are four types of 
laboratories for proficiency testing purposes that may perform different levels of service for 
yeasts, dimorphic fungi, dermatophytes, and aerobic actinomycetes:  

(1) Those that isolate and identify only yeasts and/or dermatophytes to the genus level;  
(2) Those that isolate and identify yeasts and/or dermatophytes to the species level;  
(3) Those that isolate and perform identification of all organisms to the genus level; and  
(4) Those that isolate and perform identification of all organisms to the species level.  
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(b) Program content and frequency of challenge. To be approved for proficiency testing 
for mycology, the annual program must provide a minimum of five samples per testing event. 
There must be at least three testing events at approximately equal intervals per year. The 
samples may be provided through mailed shipments or, at HHS' option, may be provided to 
HHS or its designee for on-site testing. An annual program must include samples that contain 
organisms that are representative of five major groups of fungi: Yeast or yeast-like fungi; 
dimorphic fungi; dematiaceous fungi; dermatophytes; and saprophytes, including 
opportunistic fungi. The specific fungi included in the samples may vary from year to year.  

(1) An approved program must, before each calendar year, furnish HHS with a description 
of samples that it plans to include in its annual program no later than six months before 
each calendar year. At least 50 percent of the samples must be mixtures of the principal 
organism and appropriate normal background flora. Other important emerging pathogens 
(as determined by HHS) and organisms commonly occurring in patient specimens must be 
included periodically in the program.  

(2) An approved program may vary over time. As an example, the types of organisms that 
might be included in an approved program over time are -  

Candida albicans  
Candida (other species)  
Cryptococcus neoformans  
Sporothrix schenckii  
Exophiala jeanselmei  
Fonsecaea pedrosoi  
Microsporum sp.  
Acremonium sp.  
Trichophvton sp.  
Aspergillus fumigatus  
Nocardia sp.  
Blastomyces dermatitidis1  
Zygomycetes sp.  
1 Note: Provided as a nonviable sample. 

 

(c) Evaluation of a laboratory's performance. HHS approves only those programs that 
assess the accuracy of a laboratory's response, in accordance with paragraphs (c)(1) through 
(5) of this section.  

(1) The program determines the reportable organisms. To determine the accuracy of a 
laboratory's response, the program must compare the laboratory's response for each 
sample with the response that reflects agreement of either 80 percent of ten or more 
referee laboratories or 80 percent or more of all participating laboratories.  

(2) To evaluate a laboratory's response for a particular sample, the program must 
determine a laboratory's type of service in accordance with paragraph (a) of this section. 
A laboratory must isolate and identify the organisms to the same extent it performs these 
procedures on patient specimens.  

(3) Since laboratories may incorrectly report the presence of organisms in addition to the 
correctly identified principal organism(s), the grading system must deduct credit for 
additional erroneous organisms reported. Therefore, the total number of correct responses 
submitted by the laboratory divided by the number of organisms present plus the number 
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of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a 
score for each sample in each shipment or testing event. For example, if a sample contained 
one principal organism and the laboratory reported it correctly but reported the presence 
of an additional organism, which was not present, the sample grade would be 1/(1 + 
1)x100 = 50 percent.  

(4) The score for the antigen tests is the number of correct responses divided by the 
number of samples to be tested for the antigen, multiplied by 100.  

(5) The score for a testing event is the average of the sample scores as determined under 
paragraph (c)(3) or (c)(4), or both, of this section.  

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.917 Parasitology. 

Cross Reference 

Link to an amendment published at 87 FR 41235, July 11, 2022. 

(a) Types of services offered by laboratories. In parasitology there are two types of 
laboratories for proficiency testing purposes -  

(1) Those that determine the presence or absence of parasites by direct observation (wet 
mount) and/or pinworm preparations and, if necessary, refer specimens to another 
laboratory appropriately certified in the subspecialty of parasitology for identification;  

(2) Those that identify parasites using concentration preparations and/or permanent stains.  

(b) Program content and frequency of challenge. To be approved for proficiency testing 
in parasitology, a program must provide a minimum of five samples per testing event. There 
must be at least three testing events at approximately equal intervals per year. The samples 
may be provided through mailed shipments or, at HHS's option, may be provided to HHS or 
its designee for on-site testing. An annual program must include samples that contain 
parasites that are commonly encountered in the United States as well as those recently 
introduced into the United States. Other important emerging pathogens (as determined by 
HHS) and parasites commonly occurring in patient specimens must be included periodically 
in the program.  

(1) An approved program must, before each calendar year furnish HHS with a description 
of samples that it plans to include in its annual program no later than six months before 
each calendar year. Samples must include both formalinized specimens and PVA (polyvinyl 
alcohol) fixed specimens as well as blood smears, as appropriate for a particular parasite 
and stage of the parasite. The majority of samples must contain protozoa or helminths or 
a combination of parasites. Some samples must be devoid of parasites.  

(2) An approved program may vary over time. As an example, the types of parasites that 
might be included in an approved program over time are -  

Enterobius vermicularis  
Entamoeba histolytica  
Entamoeba coli  
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Giardia lamblia  
Endolimax nana  
Dientamoeba fragilis  
Iodamoeba butschli  
Chilomastix mesnili  
Hookworm  
Ascaris lumbricoides  
Strongyloides stercoralis  
Trichuris trichiura  
Diphyllobothrium latum  
Cryptosporidium sp.  
Plasmodium falciparum  

(3) For laboratories specified in paragraph (a)(1) of this section, the program must provide 
at least five samples per testing event that include challenges which contain parasites and 
challenges that are devoid of parasites.  

(c) Evaluation of a laboratory's performance. HHS approves only those programs that 
assess the accuracy of a laboratory's responses in accordance with paragraphs (c)(1) through 
(6) of this section.  

(1) The program must determine the reportable parasites. It may elect to establish a 
minimum number of parasites to be identified in samples before they are reported. 
Parasites found in rare numbers by referee laboratories are not considered in scoring a 
laboratory's performance; such findings are neutral. To determine the accuracy of a 
laboratory's response, the program must compare the laboratory's response with the 
response that reflects agreement of either 80 percent of ten or more referee laboratories 
or 80 percent or more of all participating laboratories.  

(2) To evaluate a laboratory's response for a particular sample, the program must 
determine a laboratory's type of service in accordance with paragraph (a) of this section. 
A laboratory must determine the presence or absence of a parasite(s) or concentrate and 
identify the parasites to the same extent it performs these procedures on patient specimens.  

(3) Since laboratories may incorrectly report the presence of parasites in addition to the 
correctly identified principal parasite(s), the grading system must deduct credit for these 
additional erroneous parasites reported and not found in rare numbers by the program's 
referencing process. Therefore, the total number of correct responses submitted by the 
laboratory divided by the number of parasites present plus the number of incorrect 
parasites reported by the laboratory must be multiplied by 100 to establish a score for each 
sample in each testing event. For example, if a sample contained one principal parasite and 
the laboratory reported it correctly but reported the presence of an additional parasite, 
which was not present, the sample grade would be  

1/(1 + 1) × 100 = 50 percent.  

(4) The criterion for acceptable performance for qualitative parasitology examinations is 
presence or absence of a parasite(s).  

(5) The score for parasitology is the number of correct responses divided by the number of 
samples to be tested, multiplied by 100.  
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(6) The score for a testing event is the average of the sample scores as determined under 
paragraphs (c)(3) through (c)(5) of this section.  

[57 FR 7151, Feb. 28, 1992, as amended at 68 FR 3702, Jan. 24, 2003]  

§ 493.919 Virology. 

Cross Reference 

Link to an amendment published at 87 FR 41236, July 11, 2022. 

(a) Types of services offered by laboratories. In virology, there are two types of 
laboratories for proficiency testing purposes -  

(1) Those that only perform tests that directly detect viral antigens or structures, either in 
cells derived from infected tissues or free in fluid specimens; and  

(2) Those that are able to isolate and identify viruses and use direct antigen techniques.  

(b) Program content and frequency of challenge. To be approved for proficiency testing 
in virology, a program must provide a minimum of five samples per testing event. There 
must be at least three testing events at approximately equal intervals per year. The samples 
may be provided to the laboratory through mailed shipments or, at HHS's option, may be 
provided to HHS or its designee for on-site testing. An annual program must include viral 
species that are the more commonly identified viruses. The specific organisms found in the 
samples may vary from year to year. The annual program must include samples for viral 
antigen detection and viral isolation and identification.  

(1) An approved program must furnish HHS with a description of samples that it plans to 
include in its annual program no later than six months before each calendar year. The 
program must include other important emerging viruses (as determined by HHS) and 
viruses commonly occurring in patient specimens.  

(2) An approved program may vary over time. For example, the types of viruses that might 
be included in an approved program over time are the more commonly identified viruses 
such as Herpes simplex, respiratory syncytial virus, adenoviruses, enteroviruses, and 
cytomegaloviruses.  

(c) Evaluation of laboratory's performance. HHS approves only those programs that 
assess the accuracy of a laboratory's response in accordance with paragraphs (c)(1) through 
(5) of this section.  

(1) The program determines the reportable viruses to be detected by direct antigen 
techniques or isolated by laboratories that perform viral isolation procedures. To determine 
the accuracy of a laboratory's response, the program must compare the laboratory's 
response for each sample with the response that reflects agreement of either 80 percent 
of ten or more referee laboratories or 80 percent or more of all participating laboratories.  

(2) To evaluate a laboratory's response for a particular sample, the program must 
determine a laboratory's type of service in accordance with paragraph (a) of this section. 
A laboratory must isolate and identify the viruses to the same extent it performs these 
procedures on patient specimens.  

https://www.ecfr.gov/current/title-42/section-493.917#p-493.917(c)(3)
https://www.ecfr.gov/current/title-42/section-493.917#p-493.917(c)(5)
https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.919
https://www.federalregister.gov/citation/87-FR-41236
https://www.ecfr.gov/current/title-42/section-493.919#p-493.919(c)(1)
https://www.ecfr.gov/current/title-42/section-493.919#p-493.919(c)(5)
https://www.ecfr.gov/current/title-42/section-493.919#p-493.919(a)
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(3) Since laboratories may incorrectly report the presence of viruses in addition to the 
correctly identified principal virus, the grading system must provide a means of deducting 
credit for additional erroneous viruses reported. Therefore, the total number of correct 
responses determined by virus culture techniques submitted by the laboratory divided by 
the number of viruses present plus the number of incorrect viruses reported by the 
laboratory must be multiplied by 100 to establish a score for each sample in each testing 
event. For example, if a sample contained one principal virus and the laboratory reported 
it correctly but reported the presence of an additional virus, which was not present, the 
sample grade would be 1/(1 + 1) × 100 = 50 percent.  

(4) The performance criterion for qualitative antigen tests is presence or absence of the 
viral antigen. The score for the antigen tests is the number of correct responses divided by 
the number of samples to be tested for the antigen, multiplied by 100.  

(5) The score for a testing event is the average of the sample scores as determined under 
paragraph (c)(3) and (c)(4) of this section.  

[57 FR 7151, Feb. 28, 1992, as amended at 68 FR 3702, Jan. 24, 2003]  

§ 493.921 Diagnostic immunology. 

The subspecialties under the specialty of immunology for which a program may offer 
proficiency testing are syphilis serology and general immunology. Specific criteria for these 
subspecialties are found at §§ 493.923 and 493.927.  

§ 493.923 Syphilis serology. 

Cross Reference 

Link to an amendment published at 87 FR 41236, July 11, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
in syphilis serology, a program must provide a minimum of five samples per testing event. 
There must be at least three testing events at approximately equal intervals per year. The 
samples may be provided through mailed shipments or, at HHS' option, may be provided to 
HHS or its designee for on-site testing. An annual program must include samples that cover 
the full range of reactivity from highly reactive to non-reactive.  

(b) Evaluation of test performance. HHS approves only those programs that assess the 
accuracy of a laboratory's responses in accordance with paragraphs (b)(1) through (4) of 
this section.  

(1) To determine the accuracy of a laboratory's response for qualitative and quantitative 
syphilis tests, the program must compare the laboratory's response with the response that 
reflects agreement of either 80 percent of ten or more referee laboratories or 80 percent 
or more of all participating laboratories. The proficiency testing program must indicate the 
minimum concentration, by method, that will be considered as indicating a positive 
response. The score for a sample in syphilis serology is the average of scores determined 
under paragraphs (b)(2) and (b)(3) of this section.  

(2) For quantitative syphilis tests, the program must determine the correct response for 
each method by the distance of the response from the target value. After the target value 
has been established for each response, the appropriateness of the response must be 

https://www.ecfr.gov/current/title-42/section-493.919#p-493.919(c)(3)
https://www.ecfr.gov/current/title-42/section-493.919#p-493.919(c)(4)
https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.921
https://www.ecfr.gov/current/title-42/section-493.923
https://www.ecfr.gov/current/title-42/section-493.927
https://www.ecfr.gov/current/title-42/section-493.923
https://www.federalregister.gov/citation/87-FR-41236
https://www.ecfr.gov/current/title-42/section-493.923#p-493.923(b)(1)
https://www.ecfr.gov/current/title-42/section-493.923#p-493.923(b)(4)
https://www.ecfr.gov/current/title-42/section-493.923#p-493.923(b)(2)
https://www.ecfr.gov/current/title-42/section-493.923#p-493.923(b)(3)
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determined by using fixed criteria. The criterion for acceptable performance for quantitative 
syphilis serology tests is the target value ±1 dilution.  

(3) The criterion for acceptable performance for qualitative syphilis serology tests is reactive 
or nonreactive.  

(4) To determine the overall testing event score, the number of correct responses must be 
averaged using the following formula:  

    

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.927 General immunology. 

Cross Reference 

Link to an amendment published at 87 FR 41237, July 11, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
for immunology, the annual program must provide a minimum of five samples per testing 
event. There must be at least three testing events at approximately equal intervals per year. 
The annual program must provide samples that cover the full range of reactivity from highly 
reactive to nonreactive. The samples may be provided through mailed shipments or, at HHS' 
option, may be provided to HHS or its designee for on-site testing.  

(b) Challenges per testing event. The minimum number of challenges per testing event 
the program must provide for each analyte or test procedure is five. Analytes or tests for 
which laboratory performance is to be evaluated include:  

Analyte or Test Procedure  

Alpha-l antitrypsin  
Alpha-fetoprotein (tumor marker)  
Antinuclear antibody  
Antistreptolysin O  
Anti-human immunodeficiency virus (HIV)  
Complement C3  
Complement C4  
Hepatitis markers (HBsAg, anti-HBc, HBeAg)  
IgA  
IgG  
IgE  
IgM  
Infectious mononucleosis  
Rheumatoid factor  
Rubella 

https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/58-FR-5229
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.927
https://www.federalregister.gov/citation/87-FR-41237
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(c) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's responses in accordance with paragraphs 
(c)(1) through (5) of this section.  

(1) To determine the accuracy of a laboratory's response for quantitative and qualitative 
immunology tests or analytes, the program must compare the laboratory's response for 
each analyte with the response that reflects agreement of either 80 percent of ten or more 
referee laboratories or 80 percent or more of all participating laboratories. The proficiency 
testing program must indicate the minimum concentration that will be considered as 
indicating a positive response. The score for a sample in general immunology is either the 
score determined under paragraph (c)(2) or (3) of this section.  

(2) For quantitative immunology analytes or tests, the program must determine the correct 
response for each analyte by the distance of the response from the target value. After the 
target value has been established for each response, the appropriateness of the response 
must be determined by using either fixed criteria or the number of standard deviations 
(SDs) the response differs from the target value.  

Criteria for Acceptable Performance  

The criteria for acceptable performance are -  

Analyte or test  Criteria for acceptable performance  

Alpha-1 antitrypsin Target value ±3 SD.  

Alpha-fetoprotein (tumor 
marker) 

Target value ±3 SD.  

Antinuclear antibody Target value ±2 dilutions or positive or negative.  

Antistreptolysin O Target value ±2 dilution or positive or negative.  

Anti-Human Immunodeficiency 
virus 

Reactive or nonreactive.  

Complement C3 Target value ±3 SD.  

Complement C4 Target value ±3 SD.  

Hepatitis (HBsAg, anti-HBc, 
HBeAg) 

Reactive (positive) or nonreactive (negative).  

IgA Target value ±3 SD.  

IgE Target value ±3 SD.  

IgG Target value ±25%.  

IgM Target value ±3 SD.  

Infectious mononucleosis Target value ±2 dilutions or positive or negative.  

Rheumatoid factor Target value ±2 dilutions or positive or negative.  

Rubella 
Target value ±2 dilutions or immune or nonimmune or 
positive or negative. 

(3) The criterion for acceptable performance for qualitative general immunology tests is 
positive or negative.  

(4) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

    

https://www.ecfr.gov/current/title-42/section-493.927#p-493.927(c)(1)
https://www.ecfr.gov/current/title-42/section-493.927#p-493.927(c)(1)
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https://www.ecfr.gov/current/title-42/section-493.927#p-493.927(c)(2)
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(5) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

   

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.929 Chemistry. 

The subspecialties under the specialty of chemistry for which a proficiency testing program 
may offer proficiency testing are routine chemistry, endocrinology, and toxicology. Specific 
criteria for these subspecialties are listed in §§ 493.931 through 493.939.  

§ 493.931 Routine chemistry. 

Cross Reference 

Link to an amendment published at 87 FR 41238, July 11, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
for routine chemistry, a program must provide a minimum of five samples per testing event. 
There must be at least three testing events at approximately equal intervals per year. The 
annual program must provide samples that cover the clinically relevant range of values that 
would be expected in patient specimens. The specimens may be provided through mailed 
shipments or, at HHS' option, may be provided to HHS or its designee for on-site testing.  

(b) Challenges per testing event. The minimum number of challenges per testing event a 
program must provide for each analyte or test procedure listed below is five serum, plasma 
or blood samples.  

Analyte or Test Procedure  

Alanine aminotransferase (ALT/SGPT)  
Albumin  
Alkaline phosphatase  
Amylase 
Aspartate aminotransferase (AST/SGOT)  
Bilirubin, total  
Blood gas (pH, pO2, and pCO2)  
Calcium, total  
Chloride 
Cholesterol, total  
Cholesterol, high density lipoprotein 
Creatine kinase  
Creatine kinase, isoenzymes  
Creatinine  
Glucose (Excluding measurements on devices cleared by FDA for home use)  
Iron, total  
Lactate dehydrogenase (LDH)  
LDH isoenzymes  

https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/58-FR-5229
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.929
https://www.ecfr.gov/current/title-42/section-493.931
https://www.ecfr.gov/current/title-42/section-493.939
https://www.ecfr.gov/current/title-42/section-493.931
https://www.federalregister.gov/citation/87-FR-41238
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Magnesium  
Potassium  
Sodium  
Total Protein  
Triglycerides  
Urea Nitrogen  
Uric Acid 

(c) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's responses in accordance with paragraphs 
(c)(1) through (5) of this section.  

(1) To determine the accuracy of a laboratory's response for qualitative and quantitative 
chemistry tests or analytes, the program must compare the laboratory's response for each 
analyte with the response that reflects agreement of either 80 percent of ten or more 
referee laboratories or 80 percent or more of all participating laboratories. The score for a 
sample in routine chemistry is either the score determined under paragraph (c)(2) or (3) 
of this section.  

(2) For quantitative chemistry tests or analytes, the program must determine the correct 
response for each analyte by the distance of the response from the target value. After the 
target value has been established for each response, the appropriateness of the response 
must be determined by using either fixed criteria based on the percentage difference from 
the target value or the number of standard deviations (SDs) the response differs from the 
target value.  

Criteria for Acceptable Performance  

The criteria for acceptable performance are -  

Analyte or test  
Criteria for acceptable 
performance  

Alanine aminotransferase (ALT/SGPT) Target value ±20%.  

Albumin Target value ±10%.  

Alkaline phosphatase Target value ±30%.  

Amylase Target value ±30%.  

Aspartate aminotransferase (AST/SGOT) Target value ±20%.  

Bilirubin, total 
Target value ±0.4 mg/dL or ±20% 
(greater).  

Blood gas pO2 Target value ±3 SD.  

pCO2 
Target value ±5 mm Hg or ±8% 
(greater).  

pH Target value ±0.04.  

Calcium, total Target value ±1.0 mg/dL.  

Chloride Target value ±5%.  

Cholesterol, total Target value ±10%.  

Cholesterol, high density lipoprotein Target value ±30%.  

Creatine kinase Target value ±30%.  

Creatine kinase isoenzymes 
MB elevated (presence or absence) or 
Target value ±3SD.  

https://www.ecfr.gov/current/title-42/section-493.931#p-493.931(c)(1)
https://www.ecfr.gov/current/title-42/section-493.931#p-493.931(c)(1)
https://www.ecfr.gov/current/title-42/section-493.931#p-493.931(c)(5)
https://www.ecfr.gov/current/title-42/section-493.931#p-493.931(c)(2)
https://www.ecfr.gov/current/title-42/section-493.931#p-493.931(c)(3)
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Analyte or test  
Criteria for acceptable 
performance  

Creatinine 
Target value ±0.3 mg/dL or ±15% 
(greater).  

Glucose (excluding glucose performed on monitoring 
devices cleared by FDA for home use 

Target value ±6 mg/dl or ±10% 
(greater).  

Iron, total Target value ±20%.  

Lactate dehydrogenase (LDH) Target value ±20%.  

LDH isoenzymes 
LDH1/LDH2 (+ or −) or Target value 
±30%.  

Magnesium Target value ±25%.  

Potassium Target value ±0.5 mmol/L.  

Sodium Target value ±4 mmol/L.  

Total Protein Target value ±10%.  

Triglycerides Target value ±25%.  

Urea nitrogen 
Target value ±2 mg/dL or ±9% 
(greater).  

Uric acid Target value ±17%. 

(3) The criterion for acceptable performance for qualitative routine chemistry tests is 
positive or negative.  

(4) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

 

(5) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

 

[57 FR 7151, Feb. 28, 1992, as amended at 68 FR 3702, Jan. 24, 2003]  

§ 493.933 Endocrinology. 

Cross Reference 

Link to an amendment published at 87 FR 41239, July 11, 2022. 

Cross Reference 

Link to a correction published at 87 FR 68912, Nov. 17, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
for endocrinology, a program must provide a minimum of five samples per testing event. 
There must be at least three testing events at approximately equal intervals per year. The 
annual program must provide samples that cover the clinically relevant range of values that 

https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.933
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would be expected in patient specimens. The samples may be provided through mailed 
shipments or, at HHS' option, may be provided to HHS or its designee for on-site testing.  

(b) Challenges per testing event. The minimum number of challenges per testing event a 
program must provide for each analyte or test procedure is five serum, plasma, blood, or 
urine samples.  

Analyte or Test  

Cortisol  
Free Thyroxine 
Human Chorionic gonadotropin (excluding urine pregnancy tests done by visual color 
comparison categorized as waived tests)  
T3 Uptake  
Triiodothyronine  
Thyroid-stimulating hormone  
Thyroxine 

(c) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's responses in accordance with paragraphs 
(c)(1) through (5) of this section.  

(1) To determine the accuracy of a laboratory's response for qualitative and quantitative 
endocrinology tests or analytes, a program must compare the laboratory's response for 
each analyte with the response that reflects agreement of either 80 percent of ten or more 
referee laboratories or 80 percent or more of all participating laboratories. The score for a 
sample in endocrinology is either the score determined under paragraph (c)(2) or (c)(3) of 
this section.  

(2) For quantitative endocrinology tests or analytes, the program must determine the 
correct response for each analyte by the distance of the response from the target value. 
After the target value has been established for each response, the appropriateness of the 
response must be determined by using either fixed criteria based on the percentage 
difference from the target value or the number of standard deviations (SDs) the response 
differs from the target value.  

Criteria for Acceptable Performance  

The criteria for acceptable performance are -  

Analyte or test  
Criteria for acceptable 
performance  

Cortisol Target value ±25%.  

Free Thyroxine Target value ±3 SD.  

Human Chorionic Gonadotropin (excluding urine pregnancy tests 
done by visual color comparison categorized as waived tests) 

Target value ±3 SD positive 
or negative.  

T3 Uptake Target value ±3 SD.  

Triiodothyronine Target value ±3 SD.  

Thyroid-stimulating hormone Target value ±3 SD.  

Thyroxine 
Target value ±20% or 1.0 
mcg/dL (greater). 

https://www.ecfr.gov/current/title-42/section-493.933#p-493.933(c)(1)
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(3) The criterion for acceptable performance for qualitative endocrinology tests is positive 
or negative.  

(4) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

      

(5) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

      

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.937 Toxicology. 

Cross Reference 

Link to an amendment published at 87 FR 41240, July 11, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
for toxicology, the annual program must provide a minimum of five samples per testing event. 
There must be at least three testing events at approximately equal intervals per year. The 
annual program must provide samples that cover the clinically relevant range of values that 
would be expected in specimens of patients on drug therapy and that cover the level of 
clinical significance for the particular drug. The samples may be provided through mailed 
shipments or, at HHS' option, may be provided to HHS or its designee for on-site testing.  

(b) Challenges per testing event. The minimum number of challenges per testing event a 
program must provide for each analyte or test procedure is five serum, plasma, or blood 
samples.  

Analyte or Test Procedure  

● Alcohol (blood) 
● Blood lead 
● Carbamazepine 
● Digoxin 
● Ethosuximide 
● Gentamicin 
● Lithium 
● Phenobarbital 
● Phenytoin 
● Primidone 
● Procainamide 
● (and metabolite) 
● Quinidine 
● Theophylline 

https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/58-FR-5229
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● Tobramycin 
● Valproic Acid 

(c) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's responses in accordance with paragraphs 
(c)(1) through (4) of this section.  

(1) To determine the accuracy of a laboratory's responses for quantitative toxicology tests 
or analytes, the program must compare the laboratory's response for each analyte with the 
response that reflects agreement of either 80 percent of ten or more referee laboratories 
or 80 percent or more of all participating laboratories. The score for a sample in toxicology 
is the score determined under paragraph (c)(2) of this section.  

(2) For quantitative toxicology tests or analytes, the program must determine the correct 
response for each analyte by the distance of the response from the target value. After the 
target value has been established for each response, the appropriateness of the response 
must be determined by using fixed criteria based on the percentage difference from the 
target value  

Criteria for Acceptable Performance  

The criteria for acceptable performance are:  

Analyte or test  Criteria for acceptable performance  

Alcohol, blood Target Value ±25%.  

Blood lead Target Value ±10% or 4 mcg/dL (greater).  

Carbamazepine Target Value ±25%.  

Digoxin Target Value ±20% or ±0.2 ng/mL (greater).  

Ethosuximide Target Value ±20%.  

Gentamicin Target Value ±25%.  

Lithium Target Value ±0.3 mmol/L or ±20% (greater).  

Phenobarbital Target Value ±20%  

Phenytoin Target Value ±25%.  

Primidone Target Value ±25%.  

Procainamide (and metabolite) Target Value ±25%.  

Quinidine Target Value ±25%.  

Tobramycin Target Value ±25%.  

Theophylline Target Value ±25%.  

Valproic Acid Target Value ±25%. 

(3) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

     

(4) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

     

https://www.ecfr.gov/current/title-42/section-493.937#p-493.937(c)(1)
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[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.941 Hematology (including routine hematology and coagulation). 

Cross Reference 

Link to an amendment published at 87 FR 41241, July 11, 2022. 

(a) Program content and frequency of challenge. To be approved for proficiency testing 
for hematology, a program must provide a minimum of five samples per testing event. There 
must be at least three testing events at approximately equal intervals per year. The annual 
program must provide samples that cover the full range of values that would be expected in 
patient specimens. The samples may be provided through mailed shipments or, at HHS' 
option, may be provided to HHS and or its designee for on-site testing.  

(b) Challenges per testing event. The minimum number of challenges per testing event a 
program must provide for each analyte or test procedure is five.  

Analyte or Test Procedure  

Cell identification or white blood cell differential  
Erythrocyte count  
Hematocrit (excluding spun microhematocrit)  
Hemoglobin  
Leukocyte count  
Platelet count  
Fibrinogen  
Partial thromboplastin time  
Prothrombin time 

(1) An approved program for cell identification may vary over time. The types of cells that 
might be included in an approved program over time are -  

Neutrophilic granulocytes  
Eosinophilic granulocytes  
Basophilic granulocytes  
Lymphocytes  
Monocytes 
Major red and white blood cell abnormalities  
Immature red and white blood cells 

(2) White blood cell differentials should be limited to the percentage distribution of cellular 
elements listed above.  

(c) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's responses in accordance with paragraphs 
(c) (1) through (5) of this section.  

(1) To determine the accuracy of a laboratory's responses for qualitative and quantitative 
hematology tests or analytes, the program must compare the laboratory's response for 
each analyte with the response that reflects agreement of either 80 percent of ten or more 
referee laboratories or 80 percent or more of all participating laboratories. The score for a 
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sample in hematology is either the score determined under paragraph (c) (2) or (3) of this 
section.  

(2) For quantitative hematology tests or analytes, the program must determine the correct 
response for each analyte by the distance of the response from the target value. After the 
target value has been established for each response, the appropriateness of the response 
is determined using either fixed criteria based on the percentage difference from the target 
value or the number of standard deviations (SDs) the response differs from the target value.  

Criteria for Acceptable Performance  

The criteria for acceptable performance are:  

Analyte or test  Criteria for acceptable performance  

Cell identification 90% or greater consensus on identification.  

White blood cell differential 
Target ±3SD based on the percentage of different types of 
white blood cells in the samples.  

Erythrocyte count Target ±6%.  

Hematocrit (Excluding spun 
hematocrits) 

Target ±6%.  

Hemoglobin Target ±7%.  

Leukocyte count Target ±15%.  

Platelet count Target ±25%.  

Fibrinogen Target ±20%.  

Partial thromboplastin time Target ±15%.  

Prothrombin time Target ±15%. 

(3) The criterion for acceptable performance for the qualitative hematology test is correct 
cell identification.  

(4) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

 

(5) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

 

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

§ 493.945 Cytology; gynecologic examinations. 

(a) Program content and frequency of challenge.  

https://www.ecfr.gov/current/title-42/section-493.941#p-493.941(c)(2)
https://www.ecfr.gov/current/title-42/section-493.941#p-493.941(c)(3)
https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/58-FR-5229
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.945
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(1) To be approved for proficiency testing for gynecologic examinations (Pap smears) in 
cytology, a program must provide test sets composed of 10- and 20-glass slides. Proficiency 
testing programs may obtain slides for test sets from cytology laboratories, provided the 
slides have been retained by the laboratory for the required period specified in §§ 
493.1105(a)(7)(i)(A) and 493.1274(f)(2). If slide preparations are still subject to retention 
by the laboratory, they may be loaned to a proficiency testing program if the program 
provides the laboratory with documentation of the loan of the slides and ensures that slides 
loaned to it are retrievable upon request. Each test set must include at least one slide 
representing each of the response categories described in paragraph (b)(3)(ii)(A) of this 
section, and test sets should be comparable so that equitable testing is achieved within and 
between proficiency testing providers.  

(2) To be approved for proficiency testing in gynecologic cytology, a program must provide 
announced and unannounced on-site testing for each individual at least once per year and 
must provide an initial retesting event for each individual within 45 days after notification 
of test failure and subsequent retesting events within 45 days after completion of remedial 
action described in § 493.855.  

(b) Evaluation of an individual's performance. HHS approves only those programs that 
assess the accuracy of each individual's responses on both 10- and 20-slide test sets in which 
the slides have been referenced as specified in paragraph (b)(1) of this section.  

(1) To determine the accuracy of an individual's response on a particular challenge (slide), 
the program must compare the individual's response for each slide preparation with the 
response that reflects the predetermined consensus agreement or confirmation on the 
diagnostic category, as described in the table in paragraph (b)(3)(ii)(A) of this section. For 
all slide preparations, a 100% consensus agreement among a minimum of three physicians 
certified in anatomic pathology is required. In addition, for premalignant and malignant 
slide preparations, confirmation by tissue biopsy is required either by comparison of the 
reported biopsy results or reevaluation of biopsy slide material by a physician certified in 
anatomic pathology.  

(2) An individual qualified as a technical supervisor under § 493.1449 (b) or (k) who 
routinely interprets gynecologic slide preparations only after they have been examined by 
a cytotechnologist can either be tested using a test set that has been screened by a 
cytotechnologist in the same laboratory or using a test set that has not been screened. A 
technical supervisor who screens and interprets slide preparations that have not been 
previously examined must be tested using a test set that has not been previously screened.  

(3) The criteria for acceptable performance are determined by using the scoring system in 
paragraphs (b)(3) (i) and (ii) of this section.  

(i) Each slide set must contain 10 or 20 slides with point values established for each slide 
preparation based on the significance of the relationship of the interpretation of the slide 
to a clinical condition and whether the participant in the testing event is a cytotechnologist 
qualified under § 493.1469 or § 493.1483 or functioning as a technical supervisor in 
cytology qualified under § 493.1449 (b) or (k) of this part.  

(ii) The scoring system rewards or penalizes the participants in proportion to the distance 
of their answers from the correct response or target diagnosis and the penalty or reward 
is weighted in proportion to the severity of the lesion.  

https://www.ecfr.gov/current/title-42/section-493.1105#p-493.1105(a)(7)(i)(A)
https://www.ecfr.gov/current/title-42/section-493.1105#p-493.1105(a)(7)(i)(A)
https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(f)(2)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.855
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(1)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(b)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(k)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(i)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)
https://www.ecfr.gov/current/title-42/section-493.1469
https://www.ecfr.gov/current/title-42/section-493.1483
https://www.ecfr.gov/current/title-42/part-493/section-493.1449#p-493.1449(b)
https://www.ecfr.gov/current/title-42/part-493/section-493.1449#p-493.1449(k)
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(A) The four response categories for reporting proficiency testing results and their 
descriptions are as follows:  

Category  Description  

A Unsatisfactory for diagnosis due to:  

 (1) Scant cellularity.  

 (2) Air drying.  

 (3) Obscuring material (blood, inflammatory cells, or lubricant).  

B Normal or Benign Changes - includes:  

 (1) Normal, negative or within normal limits.  

 
(2) Infection other than Human Papillomavirus (HPV) (e.g., Trichomonas 
vaginalis, changes or morphology consistent with Candida spp., Actinomyces 
spp. or Herpes simplex virus).  

 
(3) Reactive and reparative changes (e.g., inflammation, effects of 
chemotherapy or radiation).  

C Low Grade Squamous Intraepithelial Lesion - includes:  

 (1) Cellular changes associated with HPV.  

 (2) Mild dysplasia/CIN-1.  

D High Grade Lesion and Carcinoma - includes:  

 
(1) High grade squamous intraepithelial lesions which include moderate 
dysplasia/CIN-2 and severe dysplasia/carcinoma in-situ/CIN-3.  

 (2) Squamous cell carcinoma.  

 (3) Adenocarcinoma and other malignant neoplasms. 

(B) In accordance with the criteria for the scoring system, the charts in paragraphs 
(b)(3)(ii)(C) and (D) of this section, for technical supervisors and cytotechnologists, 
respectively, provide a maximum of 10 points for a correct response and a maximum 
of minus five (−5) points for an incorrect response on a 10-slide test set. For example, 
if the correct response on a slide is “high grade squamous intraepithelial lesion” 
(category “D” on the scoring system chart) and an examinee calls it “normal or negative” 
(category “B” on the scoring system chart), then the examinee's point value on that 
slide is calculated as minus five (−5). Each slide is scored individually in the same 
manner. The individual's score for the testing event is determined by adding the point 
value achieved for each slide preparation, dividing by the total points for the testing 
event and multiplying by 100.  

(C) Criteria for scoring system for a 10-slide test set. (See table at (b)(3)(ii)(A) of this 
section for a description of the response categories.) For technical supervisors qualified 
under § 493.1449(b) or (k):  

 

Examinee's response:  A  B  C  D  

Correct response category:      

A 10 0 0 0  

B 5 10 0 0  

C 5 0 10 5  

D 0 −5 5 10 

https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(C)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(C)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(D)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(b)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(k)
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(D) Criteria for scoring system for a 10-slide test set. (See table at paragraph 
(b)(3)(ii)(A) of this section for a description of the response categories.) For 
cytotechnologists qualified under § 493.1469 or § 493.1483:  

Examinee's response:  A  B  C  D  

Correct response category:      

A 10 0 5 5  

B 5 10 5 5  

C 5 0 10 10  

D 0 −5 10 10 

(E) In accordance with the criteria for the scoring system, the charts in paragraphs 
(b)(3)(ii)(F) and (G) of this section, for technical supervisors and cytotechnologists, 
respectively, provide maximums of 5 points for a correct response and minus ten (−10) 
points for an incorrect response on a 20-slide test set.  

Examinee's response:  A  B  C  D  

Correct response category:      

A 5 0 0 0  

B 2.5 5 0 0  

C 2.5 0 5 2.5  

D 0 −10 2.5 5 

 (F) Criteria for scoring system for a 20-slide test set. (See table at paragraph 
(b)(3)(ii)(A) of this section for a description of the response categories.) For technical 
supervisors qualified under § 493.1449(b) or (k):  

 

 

 

(G) Criteria for scoring system for a 20-slide test set. (See table at (b)(3)(ii)(A) of this 
section for a description of the response categories.) For cytotechnologists qualified 
under § 493.1469 or § 493.1483:  

Examinee's response:  A  B  C  D  

Correct response category:      

A 5 0 2.5 2.5  

B 2.5 5 2.5 2.5  

C 2.5 0 5 5  

D 0 −10 5 5 

[57 FR 7151, Feb. 28, 1992, as amended at 58 FR 5229, Jan. 19, 1993; 68 FR 3702, Jan. 24, 
2003]  

 

§ 493.959 Immunohematology. 

https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.1469
https://www.ecfr.gov/current/title-42/section-493.1483
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(F)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(F)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(G)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.945#p-493.945(b)(3)(ii)(A)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(b)
https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(k)
https://www.ecfr.gov/current/title-42/section-493.1469
https://www.ecfr.gov/current/title-42/section-493.1483
https://www.federalregister.gov/citation/57-FR-7151
https://www.federalregister.gov/citation/58-FR-5229
https://www.federalregister.gov/citation/68-FR-3702
https://www.ecfr.gov/current/title-42/section-493.959
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Cross Reference 

Link to an amendment published at 87 FR 41242, July 11, 2022. 

(a) Types of services offered by laboratories. In immunohematology, there are four types 
of laboratories for proficiency testing purposes -  

(1) Those that perform ABO group and/or D (Rho) typing; 
(2) Those that perform ABO group and/or D (Rho) typing, and unexpected antibody 
detection; 
(3) Those that in addition to paragraph (a)(2) of this section perform compatibility testing; 
and  
(4) Those that perform in addition to paragraph (a)(3) of this section antibody identification.  

(b) Program content and frequency of challenge. To be approved for proficiency testing 
for immunohematology, a program must provide a minimum of five samples per testing 
event. There must be at least three testing events at approximately equal intervals per year. 
The annual program must provide samples that cover the full range of interpretation that 
would be expected in patient specimens. The samples may be provided through mailed 
shipments or, at HHS' option, may be provided to HHS or its designee for on-site testing.  

(c) Challenges per testing event. The minimum number of challenges per testing event a 
program must provide for each analyte or test procedure is five.  

Analyte or Test Procedure  

ABO group (excluding subgroups)  
D (Rho) typing  
Unexpected antibody detection  
Compatibility testing  
Antibody identification 

(d) Evaluation of a laboratory's analyte or test performance. HHS approves only those 
programs that assess the accuracy of a laboratory's response in accordance with paragraphs 
(d)(1) through (5) of this section.  

(1) To determine the accuracy of a laboratory's response, a program must compare the 
laboratory's response for each analyte with the response that reflects agreement of either 
100 percent of ten or more referee laboratories or 95 percent or more of all participating 
laboratories except for unexpected antibody detection and antibody identification. To 
determine the accuracy of a laboratory's response for unexpected antibody detection and 
antibody identification, a program must compare the laboratory's response for each analyte 
with the response that reflects agreement of either 95 percent of ten or more referee 
laboratories or 95 percent or more of all participating laboratories. The score for a sample 
in immunohematology is either the score determined under paragraph (d)(2) or (3) of this 
section.  

(2) Criteria for acceptable performance. The criteria for acceptable performance are -  

Analyte or test  Criteria for acceptable performance  

ABO group 100% accuracy.  

D (Rho) typing 100% accuracy.  

https://www.federalregister.gov/citation/87-FR-41242
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(a)(2)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(a)(3)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(d)(1)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(d)(1)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(d)(5)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(d)(2)
https://www.ecfr.gov/current/title-42/section-493.959#p-493.959(d)(3)
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Analyte or test  Criteria for acceptable performance  

Unexpected antibody detection 80% accuracy.  

Compatibility testing 100% accuracy.  

Antibody identification 80% accuracy. 

(3) The criterion for acceptable performance for qualitative immunohematology tests is 
positive or negative.  

(4) To determine the analyte testing event score, the number of acceptable analyte 
responses must be averaged using the following formula:  

      

(5) To determine the overall testing event score, the number of correct responses for all 
analytes must be averaged using the following formula:  

     

Subpart J - Facility Administration for Nonwaived Testing 

Source: 68 FR 3703, Jan. 24, 2003, unless otherwise noted.  

§ 493.1100 Condition: Facility administration. 

Each laboratory that performs nonwaived testing must meet the applicable requirements under 
§§ 493.1101 through 493.1105, unless HHS approves a procedure that provides equivalent 
quality testing as specified in Appendix C of the State Operations Manual (CMS Pub. 7).  

(a) Reporting of SARS-CoV-2 test results. During the Public Health Emergency, as defined 
in § 400.200 of this chapter, each laboratory that performs a test that is intended to detect 
SARS-CoV-2 or to diagnose a possible case of COVID-19 (hereinafter referred to as a “SARS-
CoV-2 test”) must report SARS-CoV-2 test results to the Secretary in such form and manner, 
and at such timing and frequency, as the Secretary may prescribe.  

(b) [Reserved]  

[68 FR 3703, Jan. 24, 2003, as amended at 85 FR 54873, Sept. 2, 2020]  

§ 493.1101 Standard: Facilities. 

(a) The laboratory must be constructed, arranged, and maintained to ensure the following:  

(1) The space, ventilation, and utilities necessary for conducting all phases of the testing 
process.  

(2) Contamination of patient specimens, equipment, instruments, reagents, materials, and 
supplies is minimized.  

https://www.ecfr.gov/current/title-42/part-493/subpart-J
https://www.federalregister.gov/citation/68-FR-3703
https://www.ecfr.gov/current/title-42/section-493.1100
https://www.ecfr.gov/current/title-42/section-493.1101
https://www.ecfr.gov/current/title-42/section-493.1105
https://www.ecfr.gov/current/title-42/section-400.200
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/85-FR-54873
https://www.ecfr.gov/current/title-42/section-493.1101
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(3) Molecular amplification procedures that are not contained in closed systems have a uni-
directional workflow. This must include separate areas for specimen preparation, 
amplification and product detection, and, as applicable, reagent preparation.  

(b) The laboratory must have appropriate and sufficient equipment, instruments, reagents, 
materials, and supplies for the type and volume of testing it performs.  

(c) The laboratory must be in compliance with applicable Federal, State, and local laboratory 
requirements.  

(d) Safety procedures must be established, accessible, and observed to ensure protection 
from physical, chemical, biochemical, and electrical hazards, and biohazardous materials.  

(e) Records and, as applicable, slides, blocks, and tissues must be maintained and stored 
under conditions that ensure proper preservation.  

§ 493.1103 Standard: Requirements for transfusion services. 

A facility that provides transfusion services must meet all of the requirements of this section 
and document all transfusion-related activities.  

(a) Arrangement for services. The facility must have a transfusion service agreement 
reviewed and approved by the responsible party(ies) that govern the procurement, transfer, 
and availability of blood and blood products.  

(b) Provision of testing. The facility must provide prompt ABO grouping, D(Rho) typing, 
unexpected antibody detection, compatibility testing, and laboratory investigation of 
transfusion reactions on a continuous basis through a CLIA-certified laboratory or a 
laboratory meeting equivalent requirements as determined by CMS.  

(c) Blood and blood products storage and distribution.  

(1) If a facility stores or maintains blood or blood products for transfusion outside of a 
monitored refrigerator, the facility must ensure the storage conditions, including 
temperature, are appropriate to prevent deterioration of the blood or blood product.  

(2) The facility must establish and follow policies to ensure positive identification of a blood 
or blood product beneficiary.  

(d) Investigation of transfusion reactions. The facility must have procedures for 
preventing transfusion reactions and when necessary, promptly identify, investigate, and 
report blood and blood product transfusion reactions to the laboratory and, as appropriate, 
to Federal and State authorities.  

§ 493.1105 Standard: Retention requirements. 

(a) The laboratory must retain its records and, as applicable, slides, blocks, and tissues as 
follows:  

(1) Test requisitions and authorizations. Retain records of test requisitions and test 
authorizations, including the patient's chart or medical record if used as the test requisition 
or authorization, for at least 2 years.  

https://www.ecfr.gov/current/title-42/section-493.1103
https://www.ecfr.gov/current/title-42/section-493.1105
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(2) Test procedures. Retain a copy of each test procedure for at least 2 years after a 
procedure has been discontinued. Each test procedure must include the dates of initial use 
and discontinuance.  

(3) Analytic systems records. Retain quality control and patient test records (including 
instrument printouts, if applicable) and records documenting all analytic systems activities 
specified in §§ 493.1252 through 493.1289 for at least 2 years. In addition, retain the 
following:  

(i) Records of test system performance specifications that the laboratory establishes or 
verifies under § 493.1253 for the period of time the laboratory uses the test system but 
no less than 2 years.  

(ii) Immunohematology records, blood and blood product records, and transfusion 
records as specified in 21 CFR 606.160(b)(3)(ii), (b)(3)(iv), (b)(3)(v) and (d).  

(4) Proficiency testing records. Retain all proficiency testing records for at least 2 years.  

(5) Quality system assessment records. Retain all laboratory quality systems assessment 
records for at least 2 years.  

(6) Test reports. Retain or be able to retrieve a copy of the original report (including final, 
preliminary, and corrected reports) at least 2 years after the date of reporting. In addition, 
retain the following:  

(i) Immunohematology reports as specified in 21 CFR 606.160(d).  

(ii) Pathology test reports for at least 10 years after the date of reporting.  

(7) Slide, block, and tissue retention -  

(i) Slides.  

(A) Retain cytology slide preparations for at least 5 years from the date of examination 
(see § 493.1274(f) for proficiency testing exception).  

(B) Retain histopathology slides for at least 10 years from the date of examination.  

(ii) Blocks. Retain pathology specimen blocks for at least 2 years from the date of 
examination.  

(iii) Tissue. Preserve remnants of tissue for pathology examination until a diagnosis is 
made on the specimen.  

(b) If the laboratory ceases operation, the laboratory must make provisions to ensure that 
all records and, as applicable, slides, blocks, and tissue are retained and available for the 
time frames specified in this section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50723, Aug. 22, 2003]  

Subpart K - Quality System for Nonwaived Testing 

https://www.ecfr.gov/current/title-42/section-493.1252
https://www.ecfr.gov/current/title-42/section-493.1289
https://www.ecfr.gov/current/title-42/section-493.1253
https://www.ecfr.gov/current/title-21/section-606.160#p-606.160(b)(3)(ii)
https://www.ecfr.gov/current/title-21/section-606.160#p-606.160(b)(3)(iv)
https://www.ecfr.gov/current/title-21/section-606.160#p-606.160(b)(3)(v)
https://www.ecfr.gov/current/title-21/section-606.160#p-606.160(b)(3)(d)
https://www.ecfr.gov/current/title-21/section-606.160#p-606.160(d)
https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(f)
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50723
https://www.ecfr.gov/current/title-42/part-493/subpart-K
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Source: 68 FR 3703, Jan. 24, 2003, unless otherwise noted.  

§ 493.1200 Introduction. 

(a) Each laboratory that performs nonwaived testing must establish and maintain 
written policies and procedures that implement and monitor a quality system for all 
phases of the total testing process (that is, preanalytic, analytic, and postanalytic) as 
well as general laboratory systems.  

(b) The laboratory's quality systems must include a quality assessment component that 
ensures continuous improvement of the laboratory's performance and services through 
ongoing monitoring that identifies, evaluates and resolves problems.  

(c) The various components of the laboratory's quality system are used to meet the 
requirements in this part and must be appropriate for the specialties and subspecialties of 
testing the laboratory performs, services it offers, and clients it serves.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

§ 493.1201 Condition: Bacteriology. 

If the laboratory provides services in the subspecialty of Bacteriology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1261, and §§ 
493.1281 through 493.1299.  

§ 493.1202 Condition: Mycobacteriology. 

If the laboratory provides services in the subspecialty of Mycobacteriology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1262, and §§ 
493.1281 through 493.1299.  

§ 493.1203 Condition: Mycology. 

If the laboratory provides services in the subspecialty of Mycology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, § 493.1263, and §§ 493.1281 
through 493.1299.  

§ 493.1204 Condition: Parasitology. 

If the laboratory provides services in the subspecialty of Parasitology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, § 493.1264, and §§ 493.1281 
through 493.1299.  

§ 493.1205 Condition: Virology. 

If the laboratory provides services in the subspecialty of Virology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, § 493.1265, and §§ 493.1281 
through 493.1299.  

§ 493.1207 Condition: Syphilis serology. 

If the laboratory provides services in the subspecialty of Syphilis serology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  

https://www.federalregister.gov/citation/68-FR-3703
https://www.ecfr.gov/current/title-42/section-493.1200
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1201
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1261
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1202
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1262
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1203
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1263
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1204
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1264
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1205
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1265
https://www.ecfr.gov/current/title-42/section-493.1281
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1207
https://www.ecfr.gov/current/title-42/section-493.1230
https://www.ecfr.gov/current/title-42/section-493.1256
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§ 493.1208 Condition: General immunology. 

If the laboratory provides services in the subspecialty of General immunology, the laboratory 
must meet the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 
through 493.1299.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

§ 493.1210 Condition: Routine chemistry. 

If the laboratory provides services in the subspecialty of Routine chemistry, the laboratory 
must meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1267, and §§ 
493.1281 through 493.1299.  

§ 493.1211 Condition: Urinalysis. 

If the laboratory provides services in the subspecialty of Urinalysis, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  

§ 493.1212 Condition: Endocrinology. 

If the laboratory provides services in the subspecialty of Endocrinology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  

§ 493.1213 Condition: Toxicology. 

If the laboratory provides services in the subspecialty of Toxicology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  

§ 493.1215 Condition: Hematology. 

If the laboratory provides services in the specialty of Hematology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, § 493.1269, and §§ 493.1281 
through 493.1299.  

§ 493.1217 Condition: Immunohematology. 

If the laboratory provides services in the specialty of Immunohematology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1271, and §§ 
493.1281 through 493.1299.  

§ 493.1219 Condition: Histopathology. 

If the laboratory provides services in the subspecialty of Histopathology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1273, and §§ 
493.1281 through 493.1299.  

§ 493.1220 Condition: Oral pathology. 

If the laboratory provides services in the subspecialty of Oral pathology, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  
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§ 493.1221 Condition: Cytology. 

If the laboratory provides services in the subspecialty of Cytology, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, § 493.1274, and §§ 493.1281 
through 493.1299.  

§ 493.1225 Condition: Clinical cytogenetics. 

If the laboratory provides services in the specialty of Clinical cytogenetics, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1276, and §§ 
493.1281 through 493.1299.  

§ 493.1226 Condition: Radiobioassay. 

If the laboratory provides services in the specialty of Radiobioassay, the laboratory must meet 
the requirements specified in §§ 493.1230 through 493.1256, and §§ 493.1281 through 
493.1299.  

§ 493.1227 Condition: Histocompatibility. 

If the laboratory provides services in the specialty of Histocompatibility, the laboratory must 
meet the requirements specified in §§ 493.1230 through 493.1256, § 493.1278, and §§ 
493.1281 through 493.1299.  

General Laboratory Systems 

§ 493.1230 Condition: General laboratory systems. 

Each laboratory that performs nonwaived testing must meet the applicable general laboratory 
systems requirements in §§ 493.1231 through 493.1236, unless HHS approves a procedure, 
specified in Appendix C of the State Operations Manual (CMS Pub. 7), that provides equivalent 
quality testing. The laboratory must monitor and evaluate the overall quality of the general 
laboratory systems and correct identified problems as specified in § 493.1239 for each specialty 
and subspecialty of testing performed.  

§ 493.1231 Standard: Confidentiality of patient information. 

The laboratory must ensure confidentiality of patient information throughout all phases of the 
total testing process that are under the laboratory's control.  

§ 493.1232 Standard: Specimen identification and integrity. 

The laboratory must establish and follow written policies and procedures that ensure positive 
identification and optimum integrity of a patient's specimen from the time of collection or 
receipt of the specimen through completion of testing and reporting of results.  

§ 493.1233 Standard: Complaint investigations. 

The laboratory must have a system in place to ensure that it documents all complaints and 
problems reported to the laboratory. The laboratory must conduct investigations of complaints, 
when appropriate.  

§ 493.1234 Standard: Communications. 
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The laboratory must have a system in place to identify and document problems that occur as 
a result of a breakdown in communication between the laboratory and an authorized person 
who orders or receives test results.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

§ 493.1235 Standard: Personnel competency assessment policies. 

As specified in the personnel requirements in subpart M, the laboratory must establish and 
follow written policies and procedures to assess employee and, if applicable, consultant 
competency.  

§ 493.1236 Standard: Evaluation of proficiency testing performance. 

(a) The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.  

(b) The laboratory must verify the accuracy of the following:  

(1) Any analyte or subspecialty without analytes listed in subpart I of this part that is not 
evaluated or scored by a CMS-approved proficiency testing program.  

(2) Any analyte, specialty or subspecialty assigned a proficiency testing score that does not 
reflect laboratory test performance (that is, when the proficiency testing program does not 
obtain the agreement required for scoring as specified in subpart I of this part, or the 
laboratory receives a zero score for nonparticipation, or late return of results).  

(c) At least twice annually, the laboratory must verify the accuracy of the following:  

(1) Any test or procedure it performs that is not included in subpart I of this part.  

(2) Any test or procedure listed in subpart I of this part for which compatible proficiency 
testing samples are not offered by a CMS-approved proficiency testing program.  

(d) All proficiency testing evaluation and verification activities must be documented.  

§ 493.1239 Standard: General laboratory systems quality assessment. 

(a) The laboratory must establish and follow written policies and procedures for an ongoing 
mechanism to monitor, assess, and, when indicated, correct problems identified in the 
general laboratory systems requirements specified at §§ 493.1231 through 493.1236.  

(b) The general laboratory systems quality assessment must include a review of the 
effectiveness of corrective actions taken to resolve problems, revision of policies and 
procedures necessary to prevent recurrence of problems, and discussion of general 
laboratory systems quality assessment reviews with appropriate staff.  

(c) The laboratory must document all general laboratory systems quality assessment 
activities.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

Preanalytic Systems 
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§ 493.1240 Condition: Preanalytic systems. 

Each laboratory that performs nonwaived testing must meet the applicable preanalytic 
system(s) requirements in §§ 493.1241 and 493.1242, unless HHS approves a procedure, 
specified in Appendix C of the State Operations Manual (CMS Pub. 7), that provides equivalent 
quality testing. The laboratory must monitor and evaluate the overall quality of the preanalytic 
systems and correct identified problems as specified in § 493.1249 for each specialty and 
subspecialty of testing performed.  

§ 493.1241 Standard: Test request. 

(a) The laboratory must have a written or electronic request for patient testing from an 
authorized person.  

(b) The laboratory may accept oral requests for laboratory tests if it solicits a written or 
electronic authorization within 30 days of the oral request and maintains the authorization or 
documentation of its efforts to obtain the authorization.  

(c) The laboratory must ensure the test requisition solicits the following information:  
(1) The name and address or other suitable identifiers of the authorized person requesting 
the test and, if appropriate, the individual responsible for using the test results, or the name 
and address of the laboratory submitting the specimen, including, as applicable, a contact 
person to enable the reporting of imminently life threatening laboratory results or panic or 
alert values.  
(2) The patient's name or unique patient identifier.  
(3) The sex and age or date of birth of the patient.  
(4) The test(s) to be performed.  
(5) The source of the specimen, when appropriate.  
(6) The date and, if appropriate, time of specimen collection.  
(7) For Pap smears, the patient's last menstrual period, and indication of whether the 
patient had a previous abnormal report, treatment, or biopsy.  
(8) Any additional information relevant and necessary for a specific test to ensure accurate 
and timely testing and reporting of results, including interpretation, if applicable.  

(d) The patient's chart or medical record may be used as the test requisition or authorization 
but must be available to the laboratory at the time of testing and available to CMS or a CMS 
agent upon request.  

(e) If the laboratory transcribes or enters test requisition or authorization information into a 
record system or a laboratory information system, the laboratory must ensure the 
information is transcribed or entered accurately.  

§ 493.1242 Standard: Specimen submission, handling, and referral. 

(a) The laboratory must establish and follow written policies and procedures for each of the 
following, if applicable:  

(1) Patient preparation.  
(2) Specimen collection.  
(3) Specimen labeling, including patient name or unique patient identifier and, when 
appropriate, specimen source.  
(4) Specimen storage and preservation.  
(5) Conditions for specimen transportation.  
(6) Specimen processing.  

https://www.ecfr.gov/current/title-42/section-493.1240
https://www.ecfr.gov/current/title-42/section-493.1241
https://www.ecfr.gov/current/title-42/section-493.1242
https://www.ecfr.gov/current/title-42/section-493.1249
https://www.ecfr.gov/current/title-42/section-493.1241
https://www.ecfr.gov/current/title-42/section-493.1242


    

  

132 

(7) Specimen acceptability and rejection.  
(8) Specimen referral.  

(b) The laboratory must document the date and time it receives a specimen.  
(c) The laboratory must refer a specimen for testing only to a CLIA-certified laboratory or a 
laboratory meeting equivalent requirements as determined by CMS.  
(d) If the laboratory accepts a referral specimen, written instructions must be available to 
the laboratory's clients and must include, as appropriate, the information specified in 
paragraphs (a)(1) through (a)(7) of this section.  

§ 493.1249 Standard: Preanalytic systems quality assessment. 

(a) The laboratory must establish and follow written policies and procedures for an ongoing 
mechanism to monitor, assess, and when indicated, correct problems identified in the 
preanalytic systems specified at §§ 493.1241 through 493.1242.  

(b) The preanalytic systems quality assessment must include a review of the effectiveness of 
corrective actions taken to resolve problems, revision of policies and procedures necessary 
to prevent recurrence of problems, and discussion of preanalytic systems quality assessment 
reviews with appropriate staff.  

(c) The laboratory must document all preanalytic systems quality assessment activities.  

[68 FR 3703, Jan. 24, 2003; 68 FR 3703, Aug. 22, 2003]  

Analytic Systems 

§ 493.1250 Condition: Analytic systems. 

Each laboratory that performs nonwaived testing must meet the applicable analytic systems 
requirements in §§ 493.1251 through 493.1283, unless HHS approves a procedure, specified 
in Appendix C of the State Operations Manual (CMS Pub. 7), that provides equivalent quality 
testing. The laboratory must monitor and evaluate the overall quality of the analytic systems 
and correct identified problems as specified in § 493.1289 for each specialty and subspecialty 
of testing performed.  

§ 493.1251 Standard: Procedure manual. 

(a) A written procedure manual for all tests, assays, and examinations performed by the 
laboratory must be available to, and followed by, laboratory personnel. Textbooks may 
supplement but not replace the laboratory's written procedures for testing or examining 
specimens.  

(b) The procedure manual must include the following when applicable to the test procedure:  

(1) Requirements for patient preparation; specimen collection, labeling, storage, 
preservation, transportation, processing, and referral; and criteria for specimen 
acceptability and rejection as described in § 493.1242.  
(2) Microscopic examination, including the detection of inadequately prepared slides.  
(3) Step-by-step performance of the procedure, including test calculations and 
interpretation of results.  
(4) Preparation of slides, solutions, calibrators, controls, reagents, stains, and other 
materials used in testing.  
(5) Calibration and calibration verification procedures.  
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(6) The reportable range for test results for the test system as established or verified in § 
493.1253.  
(7) Control procedures.  
(8) Corrective action to take when calibration or control results fail to meet the laboratory's 
criteria for acceptability.  
(9) Limitations in the test methodology, including interfering substances.  
(10) Reference intervals (normal values).  
(11) Imminently life-threatening test results, or panic or alert values.  
(12) Pertinent literature references.  
(13) The laboratory's system for entering results in the patient record and reporting patient 
results including, when appropriate, the protocol for reporting imminently life-threatening 
results, or panic, or alert values.  
(14) Description of the course of action to take if a test system becomes inoperable.  

(c) Manufacturer's test system instructions or operator manuals may be used, when 
applicable, to meet the requirements of paragraphs (b)(1) through (b)(12) of this section. 
Any of the items under paragraphs (b)(1) through (b)(12) of this section not provided by the 
manufacturer must be provided by the laboratory.  
(d) Procedures and changes in procedures must be approved, signed, and dated by the 
current laboratory director before use.  
(e) The laboratory must maintain a copy of each procedure with the dates of initial use and 
discontinuance as described in § 493.1105(a)(2).  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
 

§ 493.1252 Standard: Test systems, equipment, instruments, reagents, materials, and 
supplies. 

(a) Test systems must be selected by the laboratory. The testing must be performed following 
the manufacturer's instructions and in a manner that provides test results within the 
laboratory's stated performance specifications for each test system as determined under § 
493.1253.  

(b) The laboratory must define criteria for those conditions that are essential for proper 
storage of reagents and specimens, accurate and reliable test system operation, and test 
result reporting. The criteria must be consistent with the manufacturer's instructions, if 
provided. These conditions must be monitored and documented and, if applicable, include 
the following:  

(1) Water quality.  

(2) Temperature.  

(3) Humidity.  

(4) Protection of equipment and instruments from fluctuations and interruptions in electrical 
current that adversely affect patient test results and test reports.  

(c) Reagents, solutions, culture media, control materials, calibration materials, and other 
supplies, as appropriate, must be labeled to indicate the following:  

(1) Identity and when significant, titer, strength or concentration.  

(2) Storage requirements.  
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(3) Preparation and expiration dates.  

(4) Other pertinent information required for proper use.  

(d) Reagents, solutions, culture media, control materials, calibration materials, and other 
supplies must not be used when they have exceeded their expiration date, have deteriorated, 
or are of substandard quality.  

(e) Components of reagent kits of different lot numbers must not be interchanged unless 
otherwise specified by the manufacturer.  

§ 493.1253 Standard: Establishment and verification of performance specifications. 

(a) Applicability. Laboratories are not required to verify or establish performance 
specifications for any test system used by the laboratory before April 24, 2003.  

(b)  

(1) Verification of performance specifications. Each laboratory that introduces an 
unmodified, FDA-cleared or approved test system must do the following before reporting 
patient test results:  

(i) Demonstrate that it can obtain performance specifications comparable to those 
established by the manufacturer for the following performance characteristics:  

(A) Accuracy.  

(B) Precision.  

(C) Reportable range of test results for the test system.  

(ii) Verify that the manufacturer's reference intervals (normal values) are appropriate for 
the laboratory's patient population.  

(2) Establishment of performance specifications. Each laboratory that modifies an FDA-
cleared or approved test system, or introduces a test system not subject to FDA clearance 
or approval (including methods developed in-house and standardized methods such as text 
book procedures), or uses a test system in which performance specifications are not 
provided by the manufacturer must, before reporting patient test results, establish for each 
test system the performance specifications for the following performance characteristics, 
as applicable:  

(i) Accuracy.  
(ii) Precision.  
(iii) Analytical sensitivity.  
(iv) Analytical specificity to include interfering substances.  
(v) Reportable range of test results for the test system.  
(vi) Reference intervals (normal values).  
(vii) Any other performance characteristic required for test performance.  

(3) Determination of calibration and control procedures. The laboratory must 
determine the test system's calibration procedures and control procedures based upon the 
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performance specifications verified or established under paragraph (b)(1) or (b)(2) of this 
section.  

(c) Documentation. The laboratory must document all activities specified in this section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

§ 493.1254 Standard: Maintenance and function checks. 

(a) Unmodified manufacturer's equipment, instruments, or test systems. The 
laboratory must perform and document the following:  

(1) Maintenance as defined by the manufacturer and with at least the frequency specified 
by the manufacturer.  

(2) Function checks as defined by the manufacturer and with at least the frequency 
specified by the manufacturer. Function checks must be within the manufacturer's 
established limits before patient testing is conducted.  

(b) Equipment, instruments, or test systems developed in-house, commercially 
available and modified by the laboratory, or maintenance and function check protocols 
are not provided by the manufacturer. The laboratory must do the following:  

(1)  
(i) Establish a maintenance protocol that ensures equipment, instrument, and test system 
performance that is necessary for accurate and reliable test results and test result 
reporting.  
(ii) Perform and document the maintenance activities specified in paragraph (b)(1)(i) of 
this section.  

(2)  
(i) Define a function check protocol that ensures equipment, instrument, and test system 
performance that is necessary for accurate and reliable test results and test result 
reporting.  
(ii) Perform and document the function checks, including background or baseline checks, 
specified in paragraph (b)(2)(i) of this section. Function checks must be within the 
laboratory's established limits before patient testing is conducted.  
 

§ 493.1255 Standard: Calibration and calibration verification procedures. 
 
Calibration and calibration verification procedures are required to substantiate the continued 
accuracy of the test system throughout the laboratory's reportable range of test results for the 
test system. Unless otherwise specified in this subpart, for each applicable test system the 
laboratory must do the following:  

(a) Perform and document calibration procedures -  
(1) Following the manufacturer's test system instructions, using calibration materials 
provided or specified, and with at least the frequency recommended by the manufacturer;  
(2) Using the criteria verified or established by the laboratory as specified in § 
493.1253(b)(3) -  

(i) Using calibration materials appropriate for the test system and, if possible, traceable 
to a reference method or reference material of known value; and  
(ii) Including the number, type, and concentration of calibration materials, as well as 
acceptable limits for and the frequency of calibration; and  

https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)(1)
https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)(2)
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1254
https://www.ecfr.gov/current/title-42/section-493.1254#p-493.1254(b)(1)(i)
https://www.ecfr.gov/current/title-42/section-493.1254#p-493.1254(b)(2)(i)
https://www.ecfr.gov/current/title-42/section-493.1255
https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)(3)
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(3) Whenever calibration verification fails to meet the laboratory's acceptable limits for 
calibration verification.  

(b) Perform and document calibration verification procedures -  
(1) Following the manufacturer's calibration verification instructions;  
(2) Using the criteria verified or established by the laboratory under § 493.1253(b)(3) -  

(i) Including the number, type, and concentration of the materials, as well as acceptable 
limits for calibration verification; and  
(ii) Including at least a minimal (or zero) value, a mid-point value, and a maximum value 
near the upper limit of the range to verify the laboratory's reportable range of test results 
for the test system; and  

(3) At least once every 6 months and whenever any of the following occur:  
(i) A complete change of reagents for a procedure is introduced, unless the laboratory 
can demonstrate that changing reagent lot numbers does not affect the range used to 
report patient test results, and control values are not adversely affected by reagent lot 
number changes.  
(ii) There is major preventive maintenance or replacement of critical parts that may 
influence test performance.  
(iii) Control materials reflect an unusual trend or shift, or are outside of the laboratory's 
acceptable limits, and other means of assessing and correcting unacceptable control 
values fail to identify and correct the problem.  
(iv) The laboratory's established schedule for verifying the reportable range for patient 
test results requires more frequent calibration verification.  

§ 493.1256 Standard: Control procedures. 

(a) For each test system, the laboratory is responsible for having control procedures that 
monitor the accuracy and precision of the complete analytic process.  
(b) The laboratory must establish the number, type, and frequency of testing control 
materials using, if applicable, the performance specifications verified or established by the 
laboratory as specified in § 493.1253(b)(3).  
(c) The control procedures must -  

(1) Detect immediate errors that occur due to test system failure, adverse environmental 
conditions, and operator performance.  
(2) Monitor over time the accuracy and precision of test performance that may be 
influenced by changes in test system performance and environmental conditions, and 
variance in operator performance.  

(d) Unless CMS approves a procedure, specified in Appendix C of the State Operations Manual 
(CMS Pub. 7), that provides equivalent quality testing, the laboratory must -  

(1) Perform control procedures as defined in this section unless otherwise specified in the 
additional specialty and subspecialty requirements at §§ 493.1261 through 493.1278.  
(2) For each test system, perform control procedures using the number and frequency 
specified by the manufacturer or established by the laboratory when they meet or exceed 
the requirements in paragraph (d)(3) of this section.  
(3) At least once each day patient specimens are assayed or examined perform the 
following for -  

(i) Each quantitative procedure, include two control materials of different concentrations;  
(ii) Each qualitative procedure, include a negative and positive control material;  
(iii) Test procedures producing graded or titered results, include a negative control 
material and a control material with graded or titered reactivity, respectively;  
(iv) Each test system that has an extraction phase, include two control materials, 
including one that is capable of detecting errors in the extraction process; and  

https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)(3)
https://www.ecfr.gov/current/title-42/section-493.1256
https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)(3)
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(v) Each molecular amplification procedure, include two control materials and, if reaction 
inhibition is a significant source of false negative results, a control material capable of 
detecting the inhibition.  

(4) For thin layer chromatography -  
(i) Spot each plate or card, as applicable, with a calibrator containing all known substances 
or drug groups, as appropriate, which are identified by thin layer chromatography and 
reported by the laboratory; and  
(ii) Include at least one control material on each plate or card, as applicable, which must 
be processed through each step of patient testing, including extraction processes.  

(5) For each electrophoretic procedure include, concurrent with patient specimens, at least 
one control material containing the substances being identified or measured.  
(6) Perform control material testing as specified in this paragraph before resuming patient 
testing when a complete change of reagents is introduced; major preventive maintenance 
is performed; or any critical part that may influence test performance is replaced.  
(7) Over time, rotate control material testing among all operators who perform the test.  
(8) Test control materials in the same manner as patient specimens.  
(9) When using calibration material as a control material, use calibration material from a 
different lot number than that used to establish a cut-off value or to calibrate the test 
system.  
(10) Establish or verify the criteria for acceptability of all control materials.  

(i) When control materials providing quantitative results are used, statistical parameters 
(for example, mean and standard deviation) for each batch and lot number of control 
materials must be defined and available.  
(ii) The laboratory may use the stated value of a commercially assayed control material 
provided the stated value is for the methodology and instrumentation employed by the 
laboratory and is verified by the laboratory.  
(iii) Statistical parameters for unassayed control materials must be established over time 
by the laboratory through concurrent testing of control materials having previously 
determined statistical parameters.  

(e) For reagent, media, and supply checks, the laboratory must do the following:  
(1) Check each batch (prepared in-house), lot number (commercially prepared) and 
shipment of reagents, disks, stains, antisera, (except those specifically referenced in § 
493.1261(a)(3)) and identification systems (systems using two or more substrates or two 
or more reagents, or a combination) when prepared or opened for positive and negative 
reactivity, as well as graded reactivity, if applicable.  
(2) Each day of use (unless otherwise specified in this subpart), test staining materials for 
intended reactivity to ensure predictable staining characteristics. Control materials for both 
positive and negative reactivity must be included, as appropriate.  
(3) Check fluorescent and immunohistochemical stains for positive and negative reactivity 
each time of use.  
(4) Before, or concurrent with the initial use -  

(i) Check each batch of media for sterility if sterility is required for testing;  
(ii) Check each batch of media for its ability to support growth and, as appropriate, select 
or inhibit specific organisms or produce a biochemical response; and  
(iii) Document the physical characteristics of the media when compromised and report 
any deterioration in the media to the manufacturer.  

(5) Follow the manufacturer's specifications for using reagents, media, and supplies and be 
responsible for results.  

(f) Results of control materials must meet the laboratory's and, as applicable, the 
manufacturer's test system criteria for acceptability before reporting patient test results.  
(g) The laboratory must document all control procedures performed.  
(h) If control materials are not available, the laboratory must have an alternative mechanism 
to detect immediate errors and monitor test system performance over time. The performance 
of alternative control procedures must be documented.  

https://www.ecfr.gov/current/title-42/section-493.1261#p-493.1261(a)(3)
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[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

§ 493.1261 Standard: Bacteriology. 

 

(a) The laboratory must check the following for positive and negative reactivity using control 
organisms:  

(1) Each day of use for beta-lactamase methods other than CefinaseTM.  
(2) Each week of use for Gram stains.  
(3) When each batch (prepared in-house), lot number (commercially prepared), and 
shipment of antisera is prepared or opened, and once every 6 months thereafter.  

(b) For antimicrobial susceptibility tests, the laboratory must check each batch of media and 
each lot number and shipment of antimicrobial agent(s) before, or concurrent with, initial 
use, using approved control organisms.  

(1) Each day tests are performed, the laboratory must use the appropriate control 
organism(s) to check the procedure.  
(2) The laboratory's zone sizes or minimum inhibitory concentration for control organisms 
must be within established limits before reporting patient results.  

(c) The laboratory must document all control procedures performed, as specified in this 
section.  
 

§ 493.1262 Standard: Mycobacteriology. 
 

(a) Each day of use, the laboratory must check all reagents or test procedures used for 
mycobacteria identification with at least one acid-fast organism that produces a positive 
reaction and an acid-fast organism that produces a negative reaction.  
(b) For antimycobacterial susceptibility tests, the laboratory must check each batch of media 
and each lot number and shipment of antimycobacterial agent(s) before, or concurrent with, 
initial use, using an appropriate control organism(s).  

(1) The laboratory must establish limits for acceptable control results.  
(2) Each week tests are performed, the laboratory must use the appropriate control 
organism(s) to check the procedure.  
(3) The results for the control organism(s) must be within established limits before 
reporting patient results.  

(c) The laboratory must document all control procedures performed, as specified in this 
section.  
 

§ 493.1263 Standard: Mycology. 
 

(a) The laboratory must check each batch (prepared in-house), lot number (commercially 
prepared), and shipment of lactophenol cotton blue when prepared or opened for intended 
reactivity with a control organism(s).  
(b) For antifungal susceptibility tests, the laboratory must check each batch of media and 
each lot number and shipment of antifungal agent(s) before, or concurrent with, initial use, 
using an appropriate control organism(s).  

(1) The laboratory must establish limits for acceptable control results.  
(2) Each day tests are performed, the laboratory must use the appropriate control 
organism(s) to check the procedure.  
(3) The results for the control organism(s) must be within established limits before 
reporting patient results.  

(c) The laboratory must document all control procedures performed, as specified in this 
section.  

https://www.federalregister.gov/citation/68-FR-3703
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§ 493.1264 Standard: Parasitology. 

(a) The laboratory must have available a reference collection of slides or photographs and, if 
available, gross specimens for identification of parasites and use these references in the 
laboratory for appropriate comparison with diagnostic specimens.  
(b) The laboratory must calibrate and use the calibrated ocular micrometer for determining 
the size of ova and parasites, if size is a critical parameter.  
(c) Each month of use, the laboratory must check permanent stains using a fecal sample 
control material that will demonstrate staining characteristics.  
(d) The laboratory must document all control procedures performed, as specified in this 
section.  
 

§ 493.1265 Standard: Virology. 
 

(a) When using cell culture to isolate or identify viruses, the laboratory must simultaneously 
incubate a cell substrate control or uninoculated cells as a negative control material.  
(b) The laboratory must document all control procedures performed, as specified in this 
section.  
 

§ 493.1267 Standard: Routine chemistry. 
 
For blood gas analyses, the laboratory must perform the following:  

(a) Calibrate or verify calibration according to the manufacturer's specifications and with at 
least the frequency recommended by the manufacturer.  
(b) Test one sample of control material each 8 hours of testing using a combination of control 
materials that include both low and high values on each day of testing.  
(c) Test one sample of control material each time specimens are tested unless automated 
instrumentation internally verifies calibration at least every 30 minutes.  
(d) Document all control procedures performed, as specified in this section.  
 

§ 493.1269 Standard: Hematology. 
 

(a) For manual cell counts performed using a hemocytometer -  
(1) One control material must be tested each 8 hours of operation; and  
(2) Patient specimens and control materials must be tested in duplicate.  

(b) For all nonmanual coagulation test systems, the laboratory must include two levels of 
control material each 8 hours of operation and each time a reagent is changed.  
(c) For manual coagulation tests -  

(1) Each individual performing tests must test two levels of control materials before testing 
patient samples and each time a reagent is changed; and  
(2) Patient specimens and control materials must be tested in duplicate.  

(d) The laboratory must document all control procedures performed, as specified in this 
section.  
 

§ 493.1271 Standard: Immunohematology. 
 

(a) Patient testing.  
(1) The laboratory must perform ABO grouping, D(Rho) typing, unexpected antibody 
detection, antibody identification, and compatibility testing by following the manufacturer's 
instructions, if provided, and as applicable, 21 CFR 606.151(a) through (e).  
(2) The laboratory must determine ABO group by concurrently testing unknown red cells 
with, at a minimum, anti-A and anti-B grouping reagents. For confirmation of ABO group, 
the unknown serum must be tested with known A1 and B red cells.  

https://www.ecfr.gov/current/title-42/section-493.1264
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(3) The laboratory must determine the D(Rho) type by testing unknown red cells with anti-
D (anti-Rho) blood typing reagent.  

(b) Immunohematological testing and distribution of blood and blood products. Blood 
and blood product testing and distribution must comply with 21 CFR 606.100(b)(12); 
606.160(b)(3)(ii) and (b)(3)(v); 610.40; 640.5(a), (b), (c), and (e); and 640.11(b).  
(c) Blood and blood products storage. Blood and blood products must be stored under 
appropriate conditions that include an adequate temperature alarm system that is regularly 
inspected.  

(1) An audible alarm system must monitor proper blood and blood product storage 
temperature over a 24-hour period.  
(2) Inspections of the alarm system must be documented.  

(d) Retention of samples of transfused blood. According to the laboratory's established 
procedures, samples of each unit of transfused blood must be retained for further testing in 
the event of transfusion reactions. The laboratory must promptly dispose of blood not 
retained for further testing that has passed its expiration date.  
(e) Investigation of transfusion reactions.  

(1) According to its established procedures, the laboratory that performs compatibility 
testing, or issues blood or blood products, must promptly investigate all transfusion 
reactions occurring in facilities for which it has investigational responsibility and make 
recommendations to the medical staff regarding improvements in transfusion procedures.  
(2) The laboratory must document, as applicable, that all necessary remedial actions are 
taken to prevent recurrences of transfusion reactions and that all policies and procedures 
are reviewed to assure they are adequate to ensure the safety of individuals being 
transfused.  

(f) Documentation. The laboratory must document all control procedures performed, as 
specified in this section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
 
§ 493.1273 Standard: Histopathology. 
 

(a) As specified in § 493.1256(e)(3), fluorescent and immunohistochemical stains must be 
checked for positive and negative reactivity each time of use. For all other differential or 
special stains, a control slide of known reactivity must be stained with each patient slide or 
group of patient slides. Reaction(s) of the control slide with each special stain must be 
documented.  
(b) The laboratory must retain stained slides, specimen blocks, and tissue remnants as 
specified in § 493.1105. The remnants of tissue specimens must be maintained in a manner 
that ensures proper preservation of the tissue specimens until the portions submitted for 
microscopic examination have been examined and a diagnosis made by an individual qualified 
under § 493.1449(b), (l), or (m).  
(c) An individual who has successfully completed a training program in neuromuscular 
pathology approved by HHS may examine and provide reports for neuromuscular pathology.  
(d) Tissue pathology reports must be signed by an individual qualified as specified in 
paragraph (b) or, as appropriate, paragraph (c) of this section. If a computer report is 
generated with an electronic signature, it must be authorized by the individual who 
performed the examination and made the diagnosis.  
(e) The laboratory must use acceptable terminology of a recognized system of disease 
nomenclature in reporting results.  
(f) The laboratory must document all control procedures performed, as specified in this 
section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
 
§ 493.1274 Standard: Cytology. 
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(a) Cytology slide examination site. All cytology slide preparations must be evaluated on 
the premises of a laboratory certified to conduct testing in the subspecialty of cytology.  
(b) Staining. The laboratory must have available and follow written policies and procedures 
for each of the following, if applicable:  

(1) All gynecologic slide preparations must be stained using a Papanicolaou or modified 
Papanicolaou staining method.  
(2) Effective measures to prevent cross-contamination between gynecologic and 
nongynecologic specimens during the staining process must be used.  
(3) Nongynecologic specimens that have a high potential for cross-contamination must be 
stained separately from other nongynecologic specimens, and the stains must be filtered 
or changed following staining.  

(c) Control procedures. The laboratory must establish and follow written policies and 
procedures for a program designed to detect errors in the performance of cytologic 
examinations and the reporting of results. The program must include the following:  

(1) A review of slides from at least 10 percent of the gynecologic cases interpreted by 
individuals qualified under § 493.1469 or § 493.1483, to be negative for epithelial cell 
abnormalities and other malignant neoplasms (as defined in paragraph (e)(1) of this 
section).  

(i) The review must be performed by an individual who meets one of the following 
qualifications:  

(A) A technical supervisor qualified under § 493.1449(b) or (k).  
(B) A cytology general supervisor qualified under § 493.1469.  
(C) A cytotechnologist qualified under § 493.1483 who has the experience specified in 
§ 493.1469(b)(2).  

(ii) Cases must be randomly selected from the total caseload and include negatives and 
those from patients or groups of patients that are identified as having a higher than 
average probability of developing cervical cancer based on available patient information.  
(iii) The review of those cases selected must be completed before reporting patient results.  

(2) Laboratory comparison of clinical information, when available, with cytology reports 
and comparison of all gynecologic cytology reports with a diagnosis of high-grade squamous 
intraepithelial lesion (HSIL), adenocarcinoma, or other malignant neoplasms with the 
histopathology report, if available in the laboratory (either on-site or in storage), and 
determination of the causes of any discrepancies.  
(3) For each patient with a current HSIL, adenocarcinoma, or other malignant neoplasm, 
laboratory review of all normal or negative gynecologic specimens received within the 
previous 5 years, if available in the laboratory (either on-site or in storage). If significant 
discrepancies are found that will affect current patient care, the laboratory must notify the 
patient's physician and issue an amended report.  
(4) Records of initial examinations and all rescreening results must be documented.  
(5) An annual statistical laboratory evaluation of the number of -  

(i) Cytology cases examined;  
(ii) Specimens processed by specimen type;  
(iii) Patient cases reported by diagnosis (including the number reported as unsatisfactory 
for diagnostic interpretation);  
(iv) Gynecologic cases with a diagnosis of HSIL, adenocarcinoma, or other malignant 
neoplasm for which histology results were available for comparison;  
(v) Gynecologic cases where cytology and histology are discrepant; and  
(vi) Gynecologic cases where any rescreen of a normal or negative specimen results in 
reclassification as low-grade squamous intraepithelial lesion (LSIL), HSIL, 
adenocarcinoma, or other malignant neoplasms.  

(6) An evaluation of the case reviews of each individual examining slides against the 
laboratory's overall statistical values, documentation of any discrepancies, including 
reasons for the deviation and, if appropriate, corrective actions taken.  

https://www.ecfr.gov/current/title-42/section-493.1469
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(d) Workload limits. The laboratory must establish and follow written policies and 
procedures that ensure the following:  

(1) The technical supervisor establishes a maximum workload limit for each individual who 
performs primary screening.  

(i) The workload limit is based on the individual's performance using evaluations of the 
following:  

(A) Review of 10 percent of the cases interpreted as negative for the conditions defined 
in paragraph (e)(1) of this section.  
(B) Comparison of the individual's interpretation with the technical supervisor's 
confirmation of patient smears specified in paragraphs (e)(1) and (e)(3) of this section.  

(ii) Each individual's workload limit is reassessed at least every 6 months and adjusted 
when necessary.  

(2) The maximum number of slides examined by an individual in each 24-hour period does 
not exceed 100 slides (one patient specimen per slide; gynecologic, nongynecologic, or 
both) irrespective of the site or laboratory. This limit represents an absolute maximum 
number of slides and must not be employed as an individual's performance target. In 
addition -  

(i) The maximum number of 100 slides is examined in no less than an 8-hour workday;  
(ii) For the purposes of establishing workload limits for individuals examining slides in less 
than an 8-hour workday (includes full-time employees with duties other than slide 
examination and part-time employees), a period of 8 hours is used to prorate the number 
of slides that may be examined. The formula -  

      
is used to determine maximum slide volume to be examined;  
(iii) Nongynecologic slide preparations made using liquid-based slide preparatory 
techniques that result in cell dispersion over one-half or less of the total available slide 
may be counted as one-half slide; and  
(iv) Technical supervisors who perform primary screening are not required to include 
tissue pathology slides and previously examined cytology slides (gynecologic and 
nongynecologic) in the 100 slide workload limit.  

(3) The laboratory must maintain records of the total number of slides examined by each 
individual during each 24-hour period and the number of hours spent examining slides in 
the 24-hour period irrespective of the site or laboratory.  
(4) Records are available to document the workload limit for each individual.  

(e) Slide examination and reporting. The laboratory must establish and follow written 
policies and procedures that ensure the following:  

(1) A technical supervisor confirms each gynecologic slide preparation interpreted to exhibit 
reactive or reparative changes or any of the following epithelial cell abnormalities:  

(i) Squamous cell.  
(A) Atypical squamous cells of undetermined significance (ASC-US) or cannot exclude 
HSIL (ASC-H).  
(B) LSIL-Human papillomavirus (HPV)/mild dysplasia/cervical intraepithelial neoplasia 
1 (CIN 1).  
(C) HSIL-moderate and severe dysplasia, carcinoma in situ (CIS)/CIN 2 and CIN 3 or 
with features suspicious for invasion.  
(D) Squamous cell carcinoma.  

(ii) Glandular cell.  
(A) Atypical cells not otherwise specified (NOS) or specified in comments (endocervical, 
endometrial, or glandular).  
(B) Atypical cells favor neoplastic (endocervical or glandular).  
(C) Endocervical adenocarcinoma in situ.  
(D) Adenocarcinoma endocervical, adenocarcinoma endometrial, adenocarcinoma 
extrauterine, and adenocarcinoma NOS.  

https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)(1)
https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)(1)
https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)(3)


    

  

143 

(iii) Other malignant neoplasms.  
(2) The report of gynecologic slide preparations with conditions specified in paragraph 
(e)(1) of this section must be signed to reflect the technical supervisory review or, if a 
computer report is generated with signature, it must reflect an electronic signature 
authorized by the technical supervisor who performed the review.  
(3) All nongynecologic preparations are reviewed by a technical supervisor. The report must 
be signed to reflect technical supervisory review or, if a computer report is generated with 
signature, it must reflect an electronic signature authorized by the technical supervisor who 
performed the review.  
(4) Unsatisfactory specimens or slide preparations are identified and reported as 
unsatisfactory.  
(5) The report contains narrative descriptive nomenclature for all results.  
(6) Corrected reports issued by the laboratory indicate the basis for correction.  

(f) Record and slide retention.  
(1) The laboratory must retain all records and slide preparations as specified in § 493.1105.  
(2) Slides may be loaned to proficiency testing programs in lieu of maintaining them for the 
required time period, provided the laboratory receives written acknowledgment of the 
receipt of slides by the proficiency testing program and maintains the acknowledgment to 
document the loan of these slides.  
(3) Documentation of slides loaned or referred for purposes other than proficiency testing 
must be maintained.  
(4) All slides must be retrievable upon request.  

(g) Automated and semi-automated screening devices. When performing evaluations 
using automated and semi-automated screening devices, the laboratory must follow 
manufacturer's instructions for preanalytic, analytic, and postanalytic phases of testing, as 
applicable, and meet the applicable requirements of this subpart K.  
(h) Documentation. The laboratory must document all control procedures performed, as 
specified in this section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
 
§ 493.1276 Standard: Clinical cytogenetics. 
 

(a) The laboratory must have policies and procedures for ensuring accurate and reliable 
patient specimen identification during the process of accessioning, cell preparation, 
photographing or other image reproduction technique, photographic printing, and reporting 
and storage of results, karyotypes, and photographs.  
(b) The laboratory must have records that document the following:  

(1) The media used, reactions observed, number of cells counted, number of cells 
karyotyped, number of chromosomes counted for each metaphase spread, and the quality 
of the banding.  
(2) The resolution is appropriate for the type of tissue or specimen and the type of study 
required based on the clinical information provided to the laboratory.  
(3) An adequate number of karyotypes are prepared for each patient.  

(c) Determination of sex must be performed by full chromosome analysis.  
(d) The laboratory report must include a summary and interpretation of the observations, 
number of cells counted and analyzed, and use the International System for Human 
Cytogenetic Nomenclature.  
(e) The laboratory must document all control procedures performed, as specified in this 
section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
 
§ 493.1278 Standard: Histocompatibility. 
 

(a) General. The laboratory must meet the following requirements:  

https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)(1)
https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)(1)
https://www.ecfr.gov/current/title-42/section-493.1105
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1276
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1278
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(1) An audible alarm system must be used to monitor the storage temperature of 
specimens (donor and beneficiary) and reagents. The laboratory must have an emergency 
plan for alternate storage.  
(2) All patient specimens must be easily retrievable.  
(3) Reagent typing sera inventory prepared in-house must indicate source, bleeding date 
and identification number, reagent specificity, and volume remaining.  
(4) If the laboratory uses immunologic reagents (for example, antibodies, antibody-coated 
particles, or complement) to facilitate or enhance the isolation of lymphocytes, or 
lymphocyte subsets, the efficacy of the methods must be monitored with appropriate 
quality control procedures.  
(5) Participate in at least one national or regional cell exchange program, if available, or 
develop an exchange system with another laboratory in order to validate interlaboratory 
reproducibility.  

(b) HLA typing. The laboratory must do the following:  
(1) Use a technique(s) that is established to optimally define, as applicable, HLA Class I 
and II specificities.  
(2) HLA type all potential transplant beneficiaries at a level appropriate to support clinical 
transplant protocol and donor selection.  
(3) HLA type cells from organ donors referred to the laboratory.  
(4) Use HLA antigen terminology that conforms to the latest report of the World Health 
Organization (W.H.O.) Committee on Nomenclature. Potential new antigens not yet 
approved by this committee must have a designation that cannot be confused with W.H.O. 
terminology.  
(5) Have available and follow written criteria for the following:  

(i) The preparation of cells or cellular extracts (for example, solubilized antigens and 
nucleic acids), as applicable to the HLA typing technique(s) performed.  
(ii) Selecting typing reagents, whether prepared in-house or commercially.  
(iii) Ensuring that reagents used for typing are adequate to define all HLA-A, B and DR 
specificities that are officially recognized by the most recent W.H.O. Committee on 
Nomenclature and for which reagents are readily available.  
(iv) The assignment of HLA antigens.  
(v) When antigen redefinition and retyping are required.  

(6) Check each HLA typing by testing, at a minimum the following:  
(i) A positive control material.  
(ii) A negative control material in which, if applicable to the technique performed, cell 
viability at the end of incubation is sufficient to permit accurate interpretation of results. 
In assays in which cell viability is not required, the negative control result must be 
sufficiently different from the positive control result to permit accurate interpretation of 
results.  
(iii) Positive control materials for specific cell types when applicable (that is, T cells, B 
cells, and monocytes).  

(c) Disease-associated studies. The laboratory must check each typing for disease-
associated HLA antigens using control materials to monitor the test components and each 
phase of the test system to ensure acceptable performance.  
(d) Antibody Screening. The laboratory must do the following:  

(1) Use a technique(s) that detects HLA-specific antibody with a specificity equivalent or 
superior to that of the basic complement-dependent microlymphocytotoxicity assay.  
(2) Use a method that distinguishes antibodies to HLA Class II antigens from antibodies to 
Class I antigens to detect antibodies to HLA Class II antigens.  
(3) Use a panel that contains all the major HLA specificities and common splits. If the 
laboratory does not use commercial panels, it must maintain a list of individuals for fresh 
panel bleeding.  
(4) Make a reasonable attempt to have available monthly serum specimens for all potential 
transplant beneficiaries for periodic antibody screening and crossmatch.  
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(5) Have available and follow a written policy consistent with clinical transplant protocols 
for the frequency of screening potential transplant beneficiary sera for preformed HLA-
specific antibodies.  
(6) Check each antibody screening by testing, at a minimum the following:  

(i) A positive control material containing antibodies of the appropriate isotype for the 
assay.  
(ii) A negative control material.  

(7) As applicable, have available and follow written criteria and procedures for antibody 
identification to the level appropriate to support clinical transplant protocol.  

(e) Crossmatching. The laboratory must do the following:  
(1) Use a technique(s) documented to have increased sensitivity in comparison with the 
basic complement-dependent microlymphocytotoxicity assay.  
(2) Have available and follow written criteria for the following:  

(i) Selecting appropriate patient serum samples for crossmatching.  
(ii) The preparation of donor cells or cellular extracts (for example, solubilized antigens 
and nucleic acids), as applicable to the crossmatch technique(s) performed.  

(3) Check each crossmatch and compatibility test for HLA Class II antigenic differences 
using control materials to monitor the test components and each phase of the test system 
to ensure acceptable performance.  

(f) Transplantation. Laboratories performing histocompatibility testing for transfusion and 
transplantation purposes must do the following:  

(1) Have available and follow written policies and protocols specifying the histocompatibility 
testing (that is, HLA typing, antibody screening, compatibility testing and crossmatching) 
to be performed for each type of cell, tissue or organ to be transfused or transplanted. The 
laboratory's policies must include, as applicable -  

(i) Testing protocols for cadaver donor, living, living-related, and combined organ and 
tissue transplants;  
(ii) Testing protocols for patients at high risk for allograft rejection; and  
(iii) The level of testing required to support clinical transplant protocols (for example, 
antigen or allele level).  

(2) For renal allotransplantation and combined organ and tissue transplants in which a 
kidney is to be transplanted, have available results of final crossmatches before the kidney 
is transplanted.  
(3) For nonrenal transplantation, if HLA testing and final crossmatches were not performed 
prospectively because of an emergency situation, the laboratory must document the 
circumstances, if known, under which the emergency transplant was performed, and 
records of the transplant must reflect any information provided to the laboratory by the 
patient's physician.  

(g) Documentation. The laboratory must document all control procedures performed, as 
specified in this section.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  
§ 493.1281 Standard: Comparison of test results. 

(a) If a laboratory performs the same test using different methodologies or instruments, or 
performs the same test at multiple testing sites, the laboratory must have a system that 
twice a year evaluates and defines the relationship between test results using the different 
methodologies, instruments, or testing sites.  
(b) The laboratory must have a system to identify and assess patient test results that appear 
inconsistent with the following relevant criteria, when available:  

(1) Patient age.  
(2) Sex.  
(3) Diagnosis or pertinent clinical data.  
(4) Distribution of patient test results.  
(5) Relationship with other test parameters.  

(c) The laboratory must document all test result comparison activities.  

https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1281
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§ 493.1282 Standard: Corrective actions. 

(a) Corrective action policies and procedures must be available and followed as necessary to 
maintain the laboratory's operation for testing patient specimens in a manner that ensures 
accurate and reliable patient test results and reports.  

(b) The laboratory must document all corrective actions taken, including actions taken when 
any of the following occur:  

(1) Test systems do not meet the laboratory's verified or established performance 
specifications, as determined in § 493.1253(b), which include but are not limited to -  

(i) Equipment or methodologies that perform outside of established operating parameters 
or performance specifications;  

(ii) Patient test values that are outside of the laboratory's reportable range of test results 
for the test system; and  

(iii) When the laboratory determines that the reference intervals (normal values) for a 
test procedure are inappropriate for the laboratory's patient population.  

(2) Results of control or calibration materials, or both, fail to meet the laboratory's 
established criteria for acceptability. All patient test results obtained in the unacceptable 
test run and since the last acceptable test run must be evaluated to determine if patient 
test results have been adversely affected. The laboratory must take the corrective action 
necessary to ensure the reporting of accurate and reliable patient test results.  

(3) The criteria for proper storage of reagents and specimens, as specified under § 
493.1252(b), are not met.  

§ 493.1283 Standard: Test records. 

(a) The laboratory must maintain an information or record system that includes the following:  
(1) The positive identification of the specimen.  
(2) The date and time of specimen receipt into the laboratory.  
(3) The condition and disposition of specimens that do not meet the laboratory's criteria 
for specimen acceptability.  
(4) The records and dates of all specimen testing, including the identity of the personnel 
who performed the test(s).  

(b) Records of patient testing including, if applicable, instrument printouts, must be retained.  
 

§ 493.1289 Standard: Analytic systems quality assessment. 

(a) The laboratory must establish and follow written policies and procedures for an ongoing 
mechanism to monitor, assess, and when indicated, correct problems identified in the analytic 
systems specified in §§ 493.1251 through 493.1283.  

(b) The analytic systems quality assessment must include a review of the effectiveness of 
corrective actions taken to resolve problems, revision of policies and procedures necessary 
to prevent recurrence of problems, and discussion of analytic systems quality assessment 
reviews with appropriate staff.  

https://www.ecfr.gov/current/title-42/section-493.1282
https://www.ecfr.gov/current/title-42/section-493.1253#p-493.1253(b)
https://www.ecfr.gov/current/title-42/section-493.1252#p-493.1252(b)
https://www.ecfr.gov/current/title-42/section-493.1252#p-493.1252(b)
https://www.ecfr.gov/current/title-42/section-493.1283
https://www.ecfr.gov/current/title-42/section-493.1289
https://www.ecfr.gov/current/title-42/section-493.1251
https://www.ecfr.gov/current/title-42/section-493.1283
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(c) The laboratory must document all analytic systems quality assessment activities.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

Postanalytic Systems 

§ 493.1290 Condition: Postanalytic systems. 

Each laboratory that performs nonwaived testing must meet the applicable postanalytic 
systems requirements in § 493.1291 unless HHS approves a procedure, specified in Appendix 
C of the State Operations Manual (CMS Pub. 7) that provides equivalent quality testing. The 
laboratory must monitor and evaluate the overall quality of the postanalytic systems and 
correct identified problems as specified in § 493.1299 for each specialty and subspecialty of 
testing performed.  

§ 493.1291 Standard: Test report. 

(a) The laboratory must have an adequate manual or electronic system(s) in place to ensure 
test results and other patient-specific data are accurately and reliably sent from the point of 
data entry (whether interfaced or entered manually) to final report destination, in a timely 
manner. This includes the following:  

(1) Results reported from calculated data.  
(2) Results and patient-specific data electronically reported to network or interfaced 
systems.  
(3) Manually transcribed or electronically transmitted results and patient-specific 
information reported directly or upon receipt from outside referral laboratories, satellite or 
point-of-care testing locations.  

(b) Test report information maintained as part of the patient's chart or medical record must 
be readily available to the laboratory and to CMS or a CMS agent upon request.  
(c) The test report must indicate the following:  

(1) For positive patient identification, either the patient's name and identification number, 
or a unique patient identifier and identification number.  
(2) The name and address of the laboratory location where the test was performed.  
(3) The test report date.  
(4) The test performed.  
(5) Specimen source, when appropriate.  
(6) The test result and, if applicable, the units of measurement or interpretation, or both.  
(7) Any information regarding the condition and disposition of specimens that do not meet 
the laboratory's criteria for acceptability.  

(d) Pertinent “reference intervals” or “normal” values, as determined by the laboratory 
performing the tests, must be available to the authorized person who ordered the tests and, 
if applicable, the individual responsible for using the test results.  
(e) The laboratory must, upon request, make available to clients a list of test methods 
employed by the laboratory and, as applicable, the performance specifications established or 
verified as specified in § 493.1253. In addition, information that may affect the interpretation 
of test results, for example test interferences, must be provided upon request. Pertinent 
updates on testing information must be provided to clients whenever changes occur that 
affect the test results or interpretation of test results.  
(f) Except as provided in § 493.1291(l), test results must be released only to authorized 
persons and, if applicable, the persons responsible for using the test results and the 
laboratory that initially requested the test.  

https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR9482366886d579f
https://www.ecfr.gov/current/title-42/section-493.1290
https://www.ecfr.gov/current/title-42/section-493.1291
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1291
https://www.ecfr.gov/current/title-42/section-493.1253
https://www.ecfr.gov/current/title-42/section-493.1291#p-493.1291(l)
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(g) The laboratory must immediately alert the individual or entity requesting the test and, if 
applicable, the individual responsible for using the test results when any test result indicates 
an imminently life-threatening condition, or panic or alert values.  
(h) When the laboratory cannot report patient test results within its established time frames, 
the laboratory must determine, based on the urgency of the patient test(s) requested, the 
need to notify the appropriate individual(s) of the delayed testing.  
(i) If a laboratory refers patient specimens for testing -  

(1) The referring laboratory must not revise results or information directly related to the 
interpretation of results provided by the testing laboratory;  
(2) The referring laboratory may permit each testing laboratory to send the test result 
directly to the authorized person who initially requested the test. The referring laboratory 
must retain or be able to produce an exact duplicate of each testing laboratory's report; 
and  
(3) The authorized person who orders a test must be notified by the referring laboratory of 
the name and address of each laboratory location where the test was performed.  

(j) All test reports or records of the information on the test reports must be maintained by 
the laboratory in a manner that permits ready identification and timely accessibility.  
(k) When errors in the reported patient test results are detected, the laboratory must do the 
following:  

(1) Promptly notify the authorized person ordering the test and, if applicable, the individual 
using the test results of reporting errors.  
(2) Issue corrected reports promptly to the authorized person ordering the test and, if 
applicable, the individual using the test results.  
(3) Maintain duplicates of the original report, as well as the corrected report.  

(l) Upon request by a patient (or the patient's personal representative), the laboratory may 
provide patients, their personal representatives, and those persons specified under 45 CFR 
164.524(c)(3)(ii), as applicable, with access to completed test reports that, using the 
laboratory's authentication process, can be identified as belonging to that patient.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003, as amended at 79 FR 7316, Feb. 6, 
2014]  

§ 493.1299 Standard: Postanalytic systems quality assessment. 

(a) The laboratory must establish and follow written policies and procedures for an ongoing 
mechanism to monitor, assess and, when indicated, correct problems identified in the 
postanalytic systems specified in § 493.1291.  

(b) The postanalytic systems quality assessment must include a review of the effectiveness 
of corrective actions taken to resolve problems, revision of policies and procedures necessary 
to prevent recurrence of problems, and discussion of postanalytic systems quality assessment 
reviews with appropriate staff.  

(c) The laboratory must document all postanalytic systems quality assessment activities.  

[68 FR 3703, Jan. 24, 2003; 68 FR 50724, Aug. 22, 2003]  

Subpart L [Reserved] 

Subpart M - Personnel for Nonwaived Testing 

Source: 57 FR 7172, Feb. 28, 1992, unless otherwise noted.  

§ 493.1351 General. 

https://www.ecfr.gov/current/title-45/section-164.524#p-164.524(c)(3)(ii)
https://www.ecfr.gov/current/title-45/section-164.524#p-164.524(c)(3)(ii)
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.federalregister.gov/citation/79-FR-7316
https://www.ecfr.gov/current/title-42/section-493.1299
https://www.ecfr.gov/current/title-42/section-493.1291
https://www.federalregister.gov/citation/68-FR-3703
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/part-493/subpart-L
https://www.ecfr.gov/current/title-42/part-493/subpart-M
https://www.federalregister.gov/citation/57-FR-7172
https://www.ecfr.gov/current/title-42/section-493.1351
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This subpart consists of the personnel requirements that must be met by laboratories 
performing moderate complexity testing, PPM procedures, high complexity testing, or any 
combination of these tests.  

[60 FR 20049, Apr. 24, 1995]  

Laboratories Performing Provider-Performed Microscopy (PPM) Procedures 

Source: 60 FR 20049, Apr. 24, 1995, unless otherwise noted.  

§ 493.1353 Scope. 

In accordance with § 493.19(b), the moderate complexity procedures specified as PPM 
procedures are considered such only when personally performed by a health care provider 
during a patient visit in the context of a physical examination. PPM procedures are subject to 
the personnel requirements in §§ 493.1355 through 493.1365.  

§ 493.1355 Condition: Laboratories performing PPM procedures; laboratory director. 

The laboratory must have a director who meets the qualification requirements of § 493.1357 
and provides overall management and direction in accordance with § 493.1359.  

§ 493.1357 Standard; laboratory director qualifications. 

The laboratory director must be qualified to manage and direct the laboratory personnel and 
the performance of PPM procedures as specified in § 493.19(c) and must be eligible to be an 
operator of a laboratory within the requirements of subpart R of this part.  

(a) The laboratory director must possess a current license as a laboratory director issued by 
the State in which the laboratory is located, if the licensing is required.  
(b) The laboratory director must meet one of the following requirements:  

(1) Be a physician, as defined in § 493.2.  
(2) Be a midlevel practitioner, as defined in § 493.2, authorized by a State to practice 
independently in the State in which the laboratory is located.  
(3) Be a dentist, as defined in § 493.2.  

§ 493.1359 Standard; PPM laboratory director responsibilities. 

The laboratory director is responsible for the overall operation and administration of the 
laboratory, including the prompt, accurate, and proficient reporting of test results. The 
laboratory director must -  

(a) Direct no more than five laboratories; and  
(b) Ensure that any procedure listed under § 493.19(c) -  

(1) Is personally performed by an individual who meets the qualification requirements in § 
493.1363; and  
(2) Is performed in accordance with applicable requirements in subparts H, J, K, and M of 
this part.  

[57 FR 7172, Feb. 28, 1992, as amended at 68 FR 3713, Jan. 24, 2003; 68 FR 50724, Aug. 
22, 2003]  

§ 493.1361 Condition: Laboratories performing PPM procedures; testing personnel. 

https://www.federalregister.gov/citation/60-FR-20049
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR9fd4b51b2991285
https://www.federalregister.gov/citation/60-FR-20049
https://www.ecfr.gov/current/title-42/section-493.1353
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(b)
https://www.ecfr.gov/current/title-42/section-493.1355
https://www.ecfr.gov/current/title-42/section-493.1365
https://www.ecfr.gov/current/title-42/section-493.1355
https://www.ecfr.gov/current/title-42/section-493.1357
https://www.ecfr.gov/current/title-42/section-493.1359
https://www.ecfr.gov/current/title-42/section-493.1357
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(c)
https://www.ecfr.gov/current/title-42/part-493/subpart-R
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/section-493.1359
https://www.ecfr.gov/current/title-42/section-493.19#p-493.19(c)
https://www.ecfr.gov/current/title-42/section-493.1363
https://www.ecfr.gov/current/title-42/section-493.1363
https://www.ecfr.gov/current/title-42/part-493/subpart-H
https://www.ecfr.gov/current/title-42/part-493/subpart-J
https://www.ecfr.gov/current/title-42/part-493/subpart-K
https://www.ecfr.gov/current/title-42/part-493/subpart-M
https://www.ecfr.gov/current/title-42/part-493/subpart-M
https://www.federalregister.gov/citation/57-FR-7172
https://www.federalregister.gov/citation/68-FR-3713
https://www.federalregister.gov/citation/68-FR-50724
https://www.ecfr.gov/current/title-42/section-493.1361
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The laboratory must have a sufficient number of individuals who meet the qualification 
requirements of § 493.1363 to perform the functions specified in § 493.1365 for the volume 
and complexity of testing performed.  

§ 493.1363 Standard: PPM testing personnel qualifications. 

Each individual performing PPM procedures must -  
(a) Possess a current license issued by the State in which the laboratory is located if the 
licensing is required; and  
(b) Meet one of the following requirements:  

(1) Be a physician, as defined in § 493.2.  
(2) Be a midlevel practitioner, as defined in § 493.2, under the supervision of a physician 
or in independent practice if authorized by the State in which the laboratory is located.  
(3) Be a dentist as defined in § 493.2 of this part.  

§ 493.1365 Standard; PPM testing personnel responsibilities. 

The testing personnel are responsible for specimen processing, test performance, and for 
reporting test results. Any PPM procedure must be -  

(a) Personally performed by one of the following practitioners:  

(1) A physician during the patient's visit on a specimen obtained from his or her own patient 
or from a patient of a group medical practice of which the physician is a member or 
employee.  

(2) A midlevel practitioner, under the supervision of a physician or in independent practice 
if authorized by the State in which the laboratory is located, during the patient's visit on a 
specimen obtained from his or her own patient or from the patient of a clinic, group medical 
practice, or other health care provider, in which the midlevel practitioner is a member or 
an employee.  

(3) A dentist during the patient's visit on a specimen obtained from his or her own patient 
or from a patient of a group dental practice of which the dentist is a member or an 
employee; and  

(b) Performed using a microscope limited to a brightfield or a phase/contrast microscope.  

Laboratories Performing Moderate Complexity Testing 

§ 493.1403 Condition: Laboratories performing moderate complexity testing; 
laboratory director. 

The laboratory must have a director who meets the qualification requirements of § 493.1405 
of this subpart and provides overall management and direction in accordance with § 493.1407 
of this subpart.  

§ 493.1405 Standard; Laboratory director qualifications. 

The laboratory director must be qualified to manage and direct the laboratory personnel and 
the performance of moderate complexity tests and must be eligible to be an operator of a 
laboratory within the requirements of subpart R of this part.  

https://www.ecfr.gov/current/title-42/section-493.1363
https://www.ecfr.gov/current/title-42/section-493.1365
https://www.ecfr.gov/current/title-42/section-493.1363
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/section-493.2
https://www.ecfr.gov/current/title-42/part-493/section-493.2
https://www.ecfr.gov/current/title-42/section-493.1365
https://www.ecfr.gov/current/title-42/part-493/subject-group-ECFR10813e8157e2976
https://www.ecfr.gov/current/title-42/section-493.1403
https://www.ecfr.gov/current/title-42/section-493.1403
https://www.ecfr.gov/current/title-42/part-493/section-493.1405
https://www.ecfr.gov/current/title-42/part-493/section-493.1405
https://www.ecfr.gov/current/title-42/part-493/section-493.1407
https://www.ecfr.gov/current/title-42/part-493/section-493.1407
https://www.ecfr.gov/current/title-42/section-493.1405
https://www.ecfr.gov/current/title-42/part-493/subpart-R
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(a) The laboratory director must possess a current license as a laboratory director issued by 
the State in which the laboratory is located, if such licensing is required; and  
(b) The laboratory director must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of 
Pathology or the American Osteopathic Board of Pathology or possess qualifications that 
are equivalent to those required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have had laboratory training or experience consisting of:  

(A) At least one year directing or supervising non-waived laboratory testing; or  
(B) Beginning September 1, 1993, have at least 20 continuing medical education credit 
hours in laboratory practice commensurate with the director responsibilities defined in 
§ 493.1407; or  
(C) Laboratory training equivalent to paragraph (b)(2)(ii)(B) of this section obtained 
during medical residency. (For example, physicians certified either in hematology or 
hematology and medical oncology by the American Board of Internal Medicine); or  

(3) Hold an earned doctoral degree in a chemical, physical, biological, or clinical laboratory 
science from an accredited institution; and  

(i) Be certified by the American Board of Medical Microbiology, the American Board of 
Clinical Chemistry, the American Board of Bioanalysis, or the American Board of Medical 
Laboratory Immunology; or  
(ii) Have had at least one year experience directing or supervising non-waived laboratory 
testing;  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution;  
(ii) Have at least one year of laboratory training or experience, or both in non-waived 
testing; and  
(iii) In addition, have at least one year of supervisory laboratory experience in non-waived 
testing; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical, or biological science or 
medical technology from an accredited institution;  
(ii) Have at least 2 years of laboratory training or experience, or both in non-waived 
testing; and  
(iii) In addition, have at least 2 years of supervisory laboratory experience in non-waived 
testing;  

(6) Be serving as a laboratory director and must have previously qualified or could have 
qualified as a laboratory director under § 493.1406; or  
(7) On or before February 28, 1992, qualified under State law to direct a laboratory in the 
State in which the laboratory is located.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5233, Jan. 19, 1993] 
  

§ 493.1406 Standard; Laboratory director qualifications on or before February 28, 1992. 

The laboratory director must be qualified to manage and direct the laboratory personnel and 
test performance.  
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(a) The laboratory director must possess a current license as a laboratory director issued by 
the State, if such licensing exists; and  
(b) The laboratory director must:  

(1) Be a physician certified in anatomical or clinical pathology (or both) by the American 
Board of Pathology or the American Osteopathic Board of Pathology or possess 
qualifications that are equivalent to those required for such certification;  
(2) Be a physician who:  

(i) Is certified by the American Board of Pathology or the American Osteopathic Board of 
Pathology in at least one of the laboratory specialties; or  
(ii) Is certified by the American Board of Medical Microbiology, the American Board of 
Clinical Chemistry, the American Board of Bioanalysis, or other national accrediting board 
in one of the laboratory specialties; or  
(iii) Is certified by the American Society of Cytology to practice cytopathology or possesses 
qualifications that are equivalent to those required for such certification; or  
(iv) Subsequent to graduation, has had 4 or more years of full-time general laboratory 
training and experience of which at least 2 years were spent acquiring proficiency in one 
of the laboratory specialties;  

(3) For the subspecialty of oral pathology only, be certified by the American Board of Oral 
Pathology, American Board of Pathology or the American Osteopathic Board of 
Pathology or possesses qualifications that are equivalent to those required for 
certification;  

(4) Hold an earned doctoral degree from an accredited institution with a chemical, physical,  
or biological science as a major subject and  
(i) Is certified by the American Board of Medical Microbiology, the American Board of 
Clinical Chemistry, the American Board of Bioanalysis, or other national accrediting board 
acceptable to HHS in one of the laboratory specialties; or  
(ii) Subsequent to graduation, has had 4 or more years of full-time general laboratory 
training and experience of which at least 2 years were spent acquiring proficiency in one 
of the laboratory specialties;  

(5) With respect to individuals first qualifying before July 1, 1971, have been responsible  
for the direction of a laboratory for 12 months between July 1, 1961, and January 1, 1968, 
and, in addition, either:  
(i) Was a physician and subsequent to graduation had at least 4 years of pertinent full-
time laboratory experience;  
(ii) Held a master's degree from an accredited institution with a chemical, physical, or 
biological science as a major subject and subsequent to graduation had at least 4 years 
of pertinent full-time laboratory experience;  
(iii) Held a bachelor's degree from an accredited institution with a chemical, physical, or 
biological science as a major subject and subsequent to graduation had at least 6 years 
of pertinent full-time laboratory experience; or  
(iv) Achieved a satisfactory grade through an examination conducted by or under the 
sponsorship of the U.S. Public Health Service on or before July 1, 1970; or  

(6) Qualify under State law to direct the laboratory in the State in which the laboratory is 
located.  

Note: 

The January 1, 1968 date for meeting the 12 months' laboratory direction requirement in 
paragraph (b)(5) of this section may be extended 1 year for each year of full-time laboratory 
experience obtained before January 1, 1958 required by State law for a laboratory director 
license. An exception to the July 1, 1971 qualifying date in paragraph (b)(5) of this section was 
made provided that the individual requested qualification approval by October 21, 1975 and 
had been employed in a laboratory for at least 3 years of the 5 years preceding the date of 
submission of his qualifications. 
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[58 FR 5233, Jan. 19, 1993]  

§ 493.1407 Standard; Laboratory director responsibilities. 

The laboratory director is responsible for the overall operation and administration of the 
laboratory, including the employment of personnel who are competent to perform test 
procedures, and record and report test results promptly, accurate, and proficiently and for 
assuring compliance with the applicable regulations.  

(a) The laboratory director, if qualified, may perform the duties of the technical consultant, 
clinical consultant, and testing personnel, or delegate these responsibilities to personnel 
meeting the qualifications of §§ 493.1409, 493.1415, and 493.1421, respectively.  
(b) If the laboratory director reapportions performance of his or her responsibilities, he or 
she remains responsible for ensuring that all duties are properly performed.  
(c) The laboratory director must be accessible to the laboratory to provide onsite, telephone 
or electronic consultation as needed.  
(d) Each individual may direct no more than five laboratories.  
(e) The laboratory director must -  

(1) Ensure that testing systems developed and used for each of the tests performed in the 
laboratory provide quality laboratory services for all aspects of test performance, which 
includes the preanalytic, analytic, and postanalytic phases of testing;  
(2) Ensure that the physical plant and environmental conditions of the laboratory are 
appropriate for the testing performed and provide a safe environment in which employees 
are protected from physical, chemical, and biological hazards;  
(3) Ensure that -  

(i) The test methodologies selected have the capability of providing the quality of results 
required for patient care;  
(ii) Verification procedures used are adequate to determine the accuracy, precision, and 
other pertinent performance characteristics of the method; and  
(iii) Laboratory personnel are performing the test methods as required for accurate and 
reliable results;  

(4) Ensure that the laboratory is enrolled in an HHS approved proficiency testing program 
for the testing performed and that -  

(i) The proficiency testing samples are tested as required under subpart H of this part;  
(ii) The results are returned within the timeframes established by the proficiency testing 
program;  
(iii) All proficiency testing reports received are reviewed by the appropriate staff to 
evaluate the laboratory's performance and to identify any problems that require corrective 
action; and  
(iv) An approved corrective action plan is followed when any proficiency testing results 
are found to be unacceptable or unsatisfactory;  

(5) Ensure that the quality control and quality assessment programs are established and 
maintained to assure the quality of laboratory services provided and to identify failures in 
quality as they occur;  
(6) Ensure the establishment and maintenance of acceptable levels of analytical 
performance for each test system;  
(7) Ensure that all necessary remedial actions are taken and documented whenever 
significant deviations from the laboratory's established performance specifications are 
identified, and that patient test results are reported only when the system is functioning 
properly;  
(8) Ensure that reports of test results include pertinent information required for 
interpretation;  
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(9) Ensure that consultation is available to the laboratory's clients on matters relating to 
the quality of the test results reported and their interpretation concerning specific patient 
conditions;  
(10) Employ a sufficient number of laboratory personnel with the appropriate education 
and either experience or training to provide appropriate consultation, properly supervise 
and accurately perform tests and report test results in accordance with the personnel 
responsibilities described in this subpart;  
(11) Ensure that prior to testing patients' specimens, all personnel have the appropriate 
education and experience, receive the appropriate training for the type and complexity of 
the services offered, and have demonstrated that they can perform all testing operations 
reliably to provide and report accurate results;  
(12) Ensure that policies and procedures are established for monitoring individuals who 
conduct preanalytical, analytical, and postanalytical phases of testing to assure that they 
are competent and maintain their competency to process specimens, perform test 
procedures and report test results promptly and proficiently, and whenever necessary, 
identify needs for remedial training or continuing education to improve skills;  
(13) Ensure that an approved procedure manual is available to all personnel responsible 
for any aspect of the testing process; and  
(14) Specify, in writing, the responsibilities and duties of each consultant and each person, 
engaged in the performance of the preanalytic, analytic, and postanalytic phases of testing, 
that identifies which examinations and procedures each individual is authorized to perform, 
whether supervision is required for specimen processing, test performance or results 
reporting, and whether consultant or director review is required prior to reporting patient 
test results.  

[57 FR 7172, Feb. 28, 1992, as amended at 68 FR 3713, Jan. 24, 2003]  

§ 493.1409 Condition: Laboratories performing moderate complexity testing; technical 
consultant. 

The laboratory must have a technical consultant who meets the qualification requirements of 
§ 493.1411 of this subpart and provides technical oversight in accordance with § 493.1413 of 
this subpart.  

§ 493.1411 Standard; Technical consultant qualifications. 

The laboratory must employ one or more individuals who are qualified by education and either 
training or experience to provide technical consultation for each of the specialties and 
subspecialties of service in which the laboratory performs moderate complexity tests or 
procedures. The director of a laboratory performing moderate complexity testing may function 
as the technical consultant provided he or she meets the qualifications specified in this section.  

(a) The technical consultant must possess a current license issued by the State in which the 
laboratory is located, if such licensing is required.  
(b) The technical consultant must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of 
Pathology or the American Osteopathic Board of Pathology or possess qualifications that 
are equivalent to those required for such certification; or  

(2)  
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(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least one year of laboratory training or experience, or both in non-waived 
testing, in the designated specialty or subspecialty areas of service for which the technical 
consultant is responsible (for example, physicians certified either in hematology or 
hematology and medical oncology by the American Board of Internal Medicine are 
qualified to serve as the technical consultant in hematology); or  

(3)  
(i) Hold an earned doctoral or master's degree in a chemical, physical, biological or clinical 
laboratory science or medical technology from an accredited institution; and  
(ii) Have at least one year of laboratory training or experience, or both in non-waived 
testing, in the designated specialty or subspecialty areas of service for which the technical 
consultant is responsible; or  

(4)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both in non-waived 
testing, in the designated specialty or subspecialty areas of service for which the technical 
consultant is responsible.  

Note: 

The technical consultant requirements for “laboratory training or experience, or both” in each 
specialty or subspecialty may be acquired concurrently in more than one of the specialties or 
subspecialties of service, excluding waived tests. For example, an individual who has a 
bachelor's degree in biology and additionally has documentation of 2 years of work experience 
performing tests of moderate complexity in all specialties and subspecialties of service, would 
be qualified as a technical consultant in a laboratory performing moderate complexity testing 
in all specialties and subspecialties of service. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5234, Jan. 19, 1993]  

§ 493.1413 Standard; Technical consultant responsibilities. 

The technical consultant is responsible for the technical and scientific oversight of the 
laboratory. The technical consultant is not required to be onsite at all times testing is 
performed; however, he or she must be available to the laboratory on an as needed basis to 
provide consultation, as specified in paragraph (a) of this section.  

(a) The technical consultant must be accessible to the laboratory to provide on-site, 
telephone, or electronic consultation; and  
(b) The technical consultant is responsible for -  

(1) Selection of test methodology appropriate for the clinical use of the test results;  
(2) Verification of the test procedures performed and the establishment of the laboratory's 
test performance characteristics, including the precision and accuracy of each test and test 
system;  
(3) Enrollment and participation in an HHS approved proficiency testing program 
commensurate with the services offered;  
(4) Establishing a quality control program appropriate for the testing performed and 
establishing the parameters for acceptable levels of analytic performance and ensuring that 
these levels are maintained throughout the entire testing process from the initial receipt of 
the specimen, through sample analysis and reporting of test results;  
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(5) Resolving technical problems and ensuring that remedial actions are taken whenever 
test systems deviate from the laboratory's established performance specifications;  
(6) Ensuring that patient test results are not reported until all corrective actions have been 
taken and the test system is functioning properly;  
(7) Identifying training needs and assuring that each individual performing tests receives 
regular in-service training and education appropriate for the type and complexity of the 
laboratory services performed;  
(8) Evaluating the competency of all testing personnel and assuring that the staff maintain 
their competency to perform test procedures and report test results promptly, accurately 
and proficiently. The procedures for evaluation of the competency of the staff must include, 
but are not limited to -  

(i) Direct observations of routine patient test performance, including patient preparation, 
if applicable, specimen handling, processing and testing;  
(ii) Monitoring the recording and reporting of test results;  
(iii) Review of intermediate test results or worksheets, quality control records, proficiency 
testing results, and preventive maintenance records;  
(iv) Direct observation of performance of instrument maintenance and function checks;  
(v) Assessment of test performance through testing previously analyzed specimens, 
internal blind testing samples or external proficiency testing samples; and  
(vi) Assessment of problem solving skills; and  

(9) Evaluating and documenting the performance of individuals responsible for moderate 
complexity testing at least semiannually during the first year the individual tests patient 
specimens. Thereafter, evaluations must be performed at least annually unless test 
methodology or instrumentation changes, in which case, prior to reporting patient test 
results, the individual's performance must be reevaluated to include the use of the new test 
methodology or instrumentation.  

§ 493.1415 Condition: Laboratories performing moderate complexity testing; clinical 
consultant. 

The laboratory must have a clinical consultant who meets the qualification requirements of § 
493.1417 of this part and provides clinical consultation in accordance with § 493.1419 of this 
part.  

§ 493.1417 Standard; Clinical consultant qualifications. 

The clinical consultant must be qualified to consult with and render opinions to the laboratory's 
clients concerning the diagnosis, treatment and management of patient care. The clinical 
consultant must -  

(a) Be qualified as a laboratory director under § 493.1405(b) (1), (2), or (3)(i); or  

(b) Be a doctor of medicine, doctor of osteopathy or doctor of podiatric medicine and possess 
a license to practice medicine, osteopathy or podiatry in the State in which the laboratory is 
located.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5234, Jan. 19, 1993]  

§ 493.1419 Standard; Clinical consultant responsibilities. 

The clinical consultant provides consultation regarding the appropriateness of the testing 
ordered and interpretation of test results. The clinical consultant must -  

(a) Be available to provide clinical consultation to the laboratory's clients;  
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(b) Be available to assist the laboratory's clients in ensuring that appropriate tests are ordered 
to meet the clinical expectations;  
(c) Ensure that reports of test results include pertinent information required for specific 
patient interpretation; and  
(d) Ensure that consultation is available and communicated to the laboratory's clients on 
matters related to the quality of the test results reported and their interpretation concerning 
specific patient conditions.  

§ 493.1421 Condition: Laboratories performing moderate complexity testing; testing 
personnel. 

The laboratory must have a sufficient number of individuals who meet the qualification 
requirements of § 493.1423, to perform the functions specified in § 493.1425 for the volume 
and complexity of tests performed.  

§ 493.1423 Standard; Testing personnel qualifications. 

Each individual performing moderate complexity testing must -  
(a) Possess a current license issued by the State in which the laboratory is located, if such 
licensing is required; and  
(b) Meet one of the following requirements:  

(1) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located or have earned a doctoral, 
master's, or bachelor's degree in a chemical, physical, biological or clinical laboratory 
science, or medical technology from an accredited institution; or  
(2) Have earned an associate degree in a chemical, physical or biological science or medical 
laboratory technology from an accredited institution; or  
(3) Be a high school graduate or equivalent and have successfully completed an official 
military medical laboratory procedures course of at least 50 weeks duration and have held 
the military enlisted occupational specialty of Medical Laboratory Specialist (Laboratory 
Technician); or  
(4)  

(i) Have earned a high school diploma or equivalent; and  
(ii) Have documentation of training appropriate for the testing performed prior to 
analyzing patient specimens. Such training must ensure that the individual has -  

(A) The skills required for proper specimen collection, including patient preparation, if 
applicable, labeling, handling, preservation or fixation, processing or preparation, 
transportation and storage of specimens;  
(B) The skills required for implementing all standard laboratory procedures;  
(C) The skills required for performing each test method and for proper instrument use;  
(D) The skills required for performing preventive maintenance, troubleshooting and 
calibration procedures related to each test performed;  
(E) A working knowledge of reagent stability and storage;  
(F) The skills required to implement the quality control policies and procedures of the 
laboratory;  
(G) An awareness of the factors that influence test results; and  
(H) The skills required to assess and verify the validity of patient test results through 
the evaluation of quality control sample values prior to reporting patient test results.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5234, Jan. 19, 1993]  

§ 493.1425 Standard; Testing personnel responsibilities. 
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The testing personnel are responsible for specimen processing, test performance, and for 
reporting test results.  

(a) Each individual performs only those moderate complexity tests that are authorized by the 
laboratory director and require a degree of skill commensurate with the individual's education, 
training or experience, and technical abilities.  
(b) Each individual performing moderate complexity testing must -  

(1) Follow the laboratory's procedures for specimen handling and processing, test analyses, 
reporting and maintaining records of patient test results;  
(2) Maintain records that demonstrate that proficiency testing samples are tested in the 
same manner as patient samples;  
(3) Adhere to the laboratory's quality control policies, document all quality control activities, 
instrument and procedural calibrations and maintenance performed;  
(4) Follow the laboratory's established corrective action policies and procedures whenever 
test systems are not within the laboratory's established acceptable levels of performance;  
(5) Be capable of identifying problems that may adversely affect test performance or 
reporting of test results and either must correct the problems or immediately notify the 
technical consultant, clinical consultant or director; and  
(6) Document all corrective actions taken when test systems deviate from the laboratory's 
established performance specifications.  

Laboratories Performing High Complexity Testing 

§ 493.1441 Condition: Laboratories performing high complexity testing; laboratory 
director. 

The laboratory must have a director who meets the qualification requirements of § 493.1443 
of this subpart and provides overall management and direction in accordance with § 493.1445 
of this subpart.  

§ 493.1443 Standard; Laboratory director qualifications. 

The laboratory director must be qualified to manage and direct the laboratory personnel and 
performance of high complexity tests and must be eligible to be an operator of a laboratory 
within the requirements of subpart R.  

(a) The laboratory director must possess a current license as a laboratory director issued by 
the State in which the laboratory is located, if such licensing is required; and  
(b) The laboratory director must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of 
Pathology or the American Osteopathic Board of Pathology or possess qualifications that 
are equivalent to those required for such certification; or  

(2) Be a doctor of medicine, a doctor of osteopathy or doctor of podiatric medicine licensed 
to practice medicine, osteopathy or podiatry in the State in which the laboratory is located; 
and  

(i) Have at least one year of laboratory training during medical residency (for example, 
physicians certified either in hematology or hematology and medical oncology by the 
American Board of Internal Medicine); or  
(ii) Have at least 2 years of experience directing or supervising high complexity testing; 
or  
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(3) Hold an earned doctoral degree in a chemical, physical, biological, or clinical laboratory 
science from an accredited institution and -  

(i) Be certified and continue to be certified by a board approved by HHS; or  
(ii) Before February 24, 2003, must have served or be serving as a director of a laboratory 
performing high complexity testing and must have at least -  

(A) Two years of laboratory training or experience, or both; and  
(B) Two years of laboratory experience directing or supervising high complexity testing.  

(4) Be serving as a laboratory director and must have previously qualified or could have 
qualified as a laboratory director under regulations at 42 CFR 493.1415, published March 
14, 1990 at 55 FR 9538, on or before February 28, 1992; or  
(5) On or before February 28, 1992, be qualified under State law to direct a laboratory in 
the State in which the laboratory is located; or  
(6) For the subspecialty of oral pathology, be certified by the American Board of Oral 
Pathology, American Board of Pathology, the American Osteopathic Board of Pathology, or 
possess qualifications that are equivalent to those required for certification.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5234, Jan. 19, 1993; 59 FR 62609, Dec. 6, 
1994; 62 FR 25858, May 12, 1997; 63 FR 55034, Oct. 14, 1998; 65 FR 82944, Dec. 29, 2000; 
68 FR 3713, Jan. 24, 2003]  

§ 493.1445 Standard; Laboratory director responsibilities. 

The laboratory director is responsible for the overall operation and administration of the 
laboratory, including the employment of personnel who are competent to perform test 
procedures, record and report test results promptly, accurately and proficiently, and for 
assuring compliance with the applicable regulations.  

(a) The laboratory director, if qualified, may perform the duties of the technical supervisor, 
clinical consultant, general supervisor, and testing personnel, or delegate these 
responsibilities to personnel meeting the qualifications under §§ 493.1447, 493.1453, 
493.1459, and 493.1487, respectively.  
(b) If the laboratory director reapportions performance of his or her responsibilities, he or 
she remains responsible for ensuring that all duties are properly performed.  
(c) The laboratory director must be accessible to the laboratory to provide onsite, telephone 
or electronic consultation as needed.  
(d) Each individual may direct no more than five laboratories.  
(e) The laboratory director must -  

(1) Ensure that testing systems developed and used for each of the tests performed in the 
laboratory provide quality laboratory services for all aspects of test performance, which 
includes the preanalytic, analytic, and postanalytic phases of testing;  
(2) Ensure that the physical plant and environmental conditions of the laboratory are 
appropriate for the testing performed and provide a safe environment in which employees 
are protected from physical, chemical, and biological hazards;  
(3) Ensure that -  

(i) The test methodologies selected have the capability of providing the quality of results 
required for patient care;  
(ii) Verification procedures used are adequate to determine the accuracy, precision, and 
other pertinent performance characteristics of the method; and  
(iii) Laboratory personnel are performing the test methods as required for accurate and 
reliable results;  

(4) Ensure that the laboratory is enrolled in an HHS-approved proficiency testing program 
for the testing performed and that -  

(i) The proficiency testing samples are tested as required under subpart H of this part;  
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(ii) The results are returned within the timeframes established by the proficiency testing 
program;  
(iii) All proficiency testing reports received are reviewed by the appropriate staff to 
evaluate the laboratory's performance and to identify any problems that require corrective 
action; and  
(iv) An approved corrective action plan is followed when any proficiency testing result is 
found to be unacceptable or unsatisfactory;  

(5) Ensure that the quality control and quality assessment programs are established and 
maintained to assure the quality of laboratory services provided and to identify failures in 
quality as they occur;  
(6) Ensure the establishment and maintenance of acceptable levels of analytical 
performance for each test system;  
(7) Ensure that all necessary remedial actions are taken and documented whenever 
significant deviations from the laboratory's established performance characteristics are 
identified, and that patient test results are reported only when the system is functioning 
properly;  
(8) Ensure that reports of test results include pertinent information required for 
interpretation;  
(9) Ensure that consultation is available to the laboratory's clients on matters relating to 
the quality of the test results reported and their interpretation concerning specific patient 
conditions;  
(10) Ensure that a general supervisor provides on-site supervision of high complexity test 
performance by testing personnel qualified under § 493.1489(b)(4);  
(11) Employ a sufficient number of laboratory personnel with the appropriate education 
and either experience or training to provide appropriate consultation, properly supervise 
and accurately perform tests and report test results in accordance with the personnel 
responsibilities described in this subpart;  
(12) Ensure that prior to testing patients' specimens, all personnel have the appropriate 
education and experience, receive the appropriate training for the type and complexity of 
the services offered, and have demonstrated that they can perform all testing operations 
reliably to provide and report accurate results;  
(13) Ensure that policies and procedures are established for monitoring individuals who 
conduct preanalytical, analytical, and postanalytical phases of testing to assure that they 
are competent and maintain their competency to process specimens, perform test 
procedures and report test results promptly and proficiently, and whenever necessary, 
identify needs for remedial training or continuing education to improve skills;  
(14) Ensure that an approved procedure manual is available to all personnel responsible 
for any aspect of the testing process; and  
(15) Specify, in writing, the responsibilities and duties of each consultant and each 
supervisor, as well as each person engaged in the performance of the preanalytic, analytic, 
and postanalytic phases of testing, that identifies which examinations and procedures each 
individual is authorized to perform, whether supervision is required for specimen processing, 
test performance or result reporting and whether supervisory or director review is required 
prior to reporting patient test results.  

[57 FR 7172, Feb. 28, 1992, as amended at 68 FR 3714, Jan. 24, 2003]  

§ 493.1447 Condition: Laboratories performing high complexity testing; technical 
supervisor. 

The laboratory must have a technical supervisor who meets the qualification requirements of 
§ 493.1449 of this subpart and provides technical supervision in accordance with § 493.1451 
of this subpart.  
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§ 493.1449 Standard; Technical supervisor qualifications. 

The laboratory must employ one or more individuals who are qualified by education and either 
training or experience to provide technical supervision for each of the specialties and 
subspecialties of service in which the laboratory performs high complexity tests or procedures. 
The director of a laboratory performing high complexity testing may function as the technical 
supervisor provided he or she meets the qualifications specified in this section.  

(a) The technical supervisor must possess a current license issued by the State in which the 
laboratory is located, if such licensing is required; and  
(b) The laboratory may perform anatomic and clinical laboratory procedures and tests in all 
specialties and subspecialties of services except histocompatibility and clinical cytogenetics 
services provided the individual functioning as the technical supervisor -  

(1) Is a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(2) Is certified in both anatomic and clinical pathology by the American Board of Pathology 
or the American Osteopathic Board of Pathology or Possesses qualifications that are 
equivalent to those required for such certification.  

(c) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of bacteriology, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least one year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of bacteriology; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of bacteriology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of bacteriology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical, or biological science or 
medical technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of bacteriology.  
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(d) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of mycobacteriology, the individual functioning as the 
technical supervisor must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor or podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycobacteriology; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycobacteriology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycobacteriology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycobacteriology.  

(e) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of mycology, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycology; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
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(ii) Have at least 1 year of laboratory training or experience, or both in high complexity 
testing within the speciality of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of mycology.  

(f) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of parasitology, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least one year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of parasitology;  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of parasitology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of parasitology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of parasitology.  

(g) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of virology, the individual functioning as the technical 
supervisor must -  

(1)  
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(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of virology; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of virology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of virology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing within the specialty of microbiology with a minimum of 6 months experience in 
high complexity testing within the subspecialty of virology.  

(h) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the specialty of diagnostic immunology, the individual functioning as the 
technical supervisor must -  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing for the specialty of diagnostic immunology; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of diagnostic immunology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
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(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of diagnostic immunology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of diagnostic immunology.  

(i) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the specialty of chemistry, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing for the specialty of chemistry; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of chemistry; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of chemistry; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of chemistry.  

(j) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the specialty of hematology, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least one year of laboratory training or experience, or both, in high complexity 
testing for the specialty of hematology (for example, physicians certified either in 
hematology or hematology and medical oncology by the American Board of Internal 
Medicine); or  
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(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of hematology; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of hematology; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of hematology.  

(k)  
(1) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of cytology, the individual functioning as the technical 
supervisor must -  

(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Meet one of the following requirements -  

(A) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology or possess qualifications that are equivalent 
to those required for such certification; or  
(B) Be certified by the American Society of Cytology to practice cytopathology or 
possess qualifications that are equivalent to those required for such certification;  

(2) An individual qualified under § 493.1449(b) or paragraph (k)(1) of this section may 
delegate some of the cytology technical supervisor responsibilities to an individual who is 
in the final year of full-time training leading to certification specified in paragraphs (b) or 
(k)(1)(ii)(A) of this section provided the technical supervisor qualified under § 493.1449(b) 
or paragraph (k)(1) of this section remains ultimately responsible for ensuring that all of 
the responsibilities of the cytology technical supervisor are met.  

(l) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of histopathology, the individual functioning as the 
technical supervisor must -  

(1) Meet one of the following requirements:  
(i)  

(A) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(B) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology or possess qualifications that are equivalent 
to those required for such certification;  

(ii) An individual qualified under § 493.1449(b) or paragraph (l)(1) of this section may 
delegate to an individual who is a resident in a training program leading to certification 
specified in paragraph (b) or (l)(1)(i)(B) of this section, the responsibility for examination 
and interpretation of histopathology specimens.  

(2) For tests in dermatopathology, meet one of the following requirements:  
(i)  

(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and -  
(B) Meet one of the following requirements:  
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(1) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology or possess qualifications that are equivalent 
to those required for such certification; or  
(2) Be certified in dermatopathology by the American Board of Dermatology and the 
American Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  
(3) Be certified in dermatology by the American Board of Dermatology or possess 
qualifications that are equivalent to those required for such certification; or  

(ii) An individual qualified under § 493.1449(b) or paragraph (l)(2)(i) of this section may 
delegate to an individual who is a resident in a training program leading to certification 
specified in paragraphs (b) or (l)(2)(i)(B) of this section, the responsibility for examination 
and interpretation of dermatopathology specimens.  

(3) For tests in ophthalmic pathology, meet one of the following requirements:  
(i)  

(A) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and -  
(B) Must meet one of the following requirements:  

(1) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology or possess qualifications that are equivalent 
to those required for such certification; or  
(2) Be certified by the American Board of Ophthalmology or possess qualifications that 
are equivalent to those required for such certitication and have successfully completed 
at least 1 year of formal post-residency fellowship training in ophthalmic pathology; 
or  

(ii) An individual qualified under § 493.1449(b) or paragraph (1)(3)(i) of this section may 
delegate to an individual who is a resident in a training program leading to certification 
specified in paragraphs (b) or (1)(3)(i)(B) of this section, the responsibility for 
examination and interpretation of ophthalmic specimens; or  

(m) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the subspecialty of oral pathology, the individual functioning as the technical 
supervisor must meet one of the following requirements:  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located and -  
(ii) Be certified in anatomic pathology by the American Board of Pathology or the 
American Osteopathic Board of Pathology or possess qualifications that are equivalent to 
those required for such certification; or  

(2) Be certified in oral pathology by the American Board of Oral Pathology or possess 
qualifications for such certification; or  
(3) An individual qualified under § 493.1449(b) or paragraph (m) (1) or (2) of this section 
may delegate to an individual who is a resident in a training program leading to certification 
specified in paragraphs (b) or (m) (1) or (2) of this section, the responsibility for 
examination and interpretation of oral pathology specimens.  

(n) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the specialty of radiobioassay, the individual functioning as the technical 
supervisor must -  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
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(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing for the specialty of radiobioassay; or  

(3)  
(i) Have an earned doctoral degree in a chemical, physical, biological or clinical laboratory 
science from an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing within the specialty of radiobioassay; or  

(4)  
(i) Have earned a master's degree in a chemical, physical, biological or clinical laboratory 
science or medical technology from an accredited institution; and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of radiobioassay; or  

(5)  
(i) Have earned a bachelor's degree in a chemical, physical or biological science or medical 
technology from an accredited institution; and  
(ii) Have at least 4 years of laboratory training or experience, or both, in high complexity 
testing for the specialty of radiobioassay.  

(o) If the laboratory performs tests in the specialty of histocompatibility, the individual 
functioning as the technical supervisor must either -  

(1)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have training or experience that meets one of the following requirements:  

(A) Have 4 years of laboratory training or experience, or both, within the specialty of 
histocompatibility; or  
(B)  

(1) Have 2 years of laboratory training or experience, or both, in the specialty of 
general immunology; and  
(2) Have 2 years of laboratory training or experience, or both, in the specialty of 
histocompatibility; or  

(2)  
(i) Have an earned doctoral degree in a biological or clinical laboratory science from an 
accredited institution; and  
(ii) Have training or experience that meets one of the following requirements:  

(A) Have 4 years of laboratory training or experience, or both, within the specialty of 
histocompatibility; or  
(B)  

(1) Have 2 years of laboratory training or experience, or both, in the specialty of 
general immunology; and  
(2) Have 2 years of laboratory training or experience, or both, in the specialty of 
histocompatibility.  

(p) If the laboratory performs tests in the specialty of clinical cytogenetics, the individual 
functioning as the technical supervisor must -  

(1)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have 4 years of training or experience, or both, in genetics, 2 of which have been in 
clinical cytogenetics; or  

(2)  
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(i) Hold an earned doctoral degree in a biological science, including biochemistry, or 
clinical laboratory science from an accredited institution; and  
(ii) Have 4 years of training or experience, or both, in genetics, 2 of which have been in 
clinical cytogenetics.  

(q) If the requirements of paragraph (b) of this section are not met and the laboratory 
performs tests in the specialty of immunohematology, the individual functioning as the 
technical supervisor must -  

(1)  
(i) Be a doctor of medicine or a doctor of osteopathy licensed to practice medicine or 
osteopathy in the State in which the laboratory is located; and  
(ii) Be certified in clinical pathology by the American Board of Pathology or the American 
Osteopathic Board of Pathology or possess qualifications that are equivalent to those 
required for such certification; or  

(2)  
(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is 
located; and  
(ii) Have at least one year of laboratory training or experience, or both, in high complexity 
testing for the specialty of immunohematology.  

Note: 
The technical supervisor requirements for “laboratory training or experience, or both” in each 
specialty or subspecialty may be acquired concurrently in more than one of the specialties or 
subspecialties of service. For example, an individual, who has a doctoral degree in chemistry 
and additionally has documentation of 1 year of laboratory experience working concurrently in 
high complexity testing in the specialties of microbiology and chemistry and 6 months of that 
work experience included high complexity testing in bacteriology, mycology, and 
mycobacteriology, would qualify as the technical supervisor for the specialty of chemistry and 
the subspecialties of bacteriology, mycology, and mycobacteriology. 

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5234, Jan. 19, 1993]  

§ 493.1451 Standard: Technical supervisor responsibilities. 

The technical supervisor is responsible for the technical and scientific oversight of the 
laboratory. The technical supervisor is not required to be on site at all times testing is 
performed; however, he or she must be available to the laboratory on an as needed basis to 
provide supervision as specified in (a) of this section.  

(a) The technical supervisor must be accessible to the laboratory to provide on-site, 
telephone, or electronic consultation; and  
(b) The technical supervisor is responsible for -  

(1) Selection of the test methodology that is appropriate for the clinical use of the test 
results;  
(2) Verification of the test procedures performed and establishment of the laboratory's test 
performance characteristics, including the precision and accuracy of each test and test 
system;  
(3) Enrollment and participation in an HHS approved proficiency testing program 
commensurate with the services offered;  
(4) Establishing a quality control program appropriate for the testing performed and 
establishing the parameters for acceptable levels of analytic performance and ensuring that 
these levels are maintained throughout the entire testing process from the initial receipt of 
the specimen, through sample analysis and reporting of test results;  

https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(b)
https://www.federalregister.gov/citation/57-FR-7172
https://www.federalregister.gov/citation/58-FR-5234
https://www.ecfr.gov/current/title-42/section-493.1451
https://www.ecfr.gov/current/title-42/section-493.1451
https://www.ecfr.gov/current/title-42/section-493.1451#p-493.1451(a)
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(5) Resolving technical problems and ensuring that remedial actions are taken whenever 
test systems deviate from the laboratory's established performance specifications;  
(6) Ensuring that patient test results are not reported until all corrective actions have been 
taken and the test system is functioning properly;  
(7) Identifying training needs and assuring that each individual performing tests receives 
regular in-service training and education appropriate for the type and complexity of the 
laboratory services performed;  
(8) Evaluating the competency of all testing personnel and assuring that the staff maintain 
their competency to perform test procedures and report test results promptly, accurately 
and proficiently. The procedures for evaluation of the competency of the staff must include, 
but are not limited to -  

(i) Direct observations of routine patient test performance, including patient preparation, 
if applicable, specimen handling, processing and testing;  
(ii) Monitoring the recording and reporting of test results;  
(iii) Review of intermediate test results or worksheets, quality control records, proficiency 
testing results, and preventive maintenance records;  
(iv) Direct observation of performance of instrument maintenance and function checks;  
(v) Assessment of test performance through testing previously analyzed specimens, 
internal blind testing samples or external proficiency testing samples; and  
(vi) Assessment of problem solving skills; and  

(9) Evaluating and documenting the performance of individuals responsible for high 
complexity testing at least semiannually during the first year the individual tests patient 
specimens. Thereafter, evaluations must be performed at least annually unless test 
methodology or instrumentation changes, in which case, prior to reporting patient test 
results, the individual's performance must be reevaluated to include the use of the new test 
methodology or instrumentation.  

(c) In cytology, the technical supervisor or the individual qualified under § 493.1449(k)(2) -  
(1) May perform the duties of the cytology general supervisor and the cytotechnologist, as 
specified in §§ 493.1471 and 493.1485, respectively;  
(2) Must establish the workload limit for each individual examining slides;  
(3) Must reassess the workload limit for each individual examining slides at least every 6 
months and adjust as necessary;  
(4) Must perform the functions specified in § 493.1274(d) and (e);  
(5) Must ensure that each individual examining gynecologic preparations participates in an 
HHS approved cytology proficiency testing program, as specified in § 493.945 and achieves 
a passing score, as specified in § 493.855; and  
(6) If responsible for screening cytology slide preparations, must document the number of 
cytology slides screened in 24 hours and the number of hours devoted during each 24-hour 
period to screening cytology slides.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5235, Jan. 19, 1993; 68 FR 3714, Jan. 24, 
2003]  

§ 493.1453 Condition: Laboratories performing high complexity testing; clinical 
consultant. 

The laboratory must have a clinical consultant who meets the requirements of § 493.1455 of 
this subpart and provides clinical consultation in accordance with § 493.1457 of this subpart.  

§ 493.1455 Standard; Clinical consultant qualifications. 

https://www.ecfr.gov/current/title-42/section-493.1449#p-493.1449(k)(2)
https://www.ecfr.gov/current/title-42/section-493.1471
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https://www.ecfr.gov/current/title-42/section-493.1274#p-493.1274(e)
https://www.ecfr.gov/current/title-42/section-493.945
https://www.ecfr.gov/current/title-42/section-493.855
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https://www.ecfr.gov/current/title-42/section-493.1455
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The clinical consultant must be qualified to consult with and render opinions to the laboratory's 
clients concerning the diagnosis, treatment and management of patient care. The clinical 
consultant must -  

(a) Be qualified as a laboratory director under § 493.1443(b)(1), (2), or (3)(i) or, for the 
subspecialty of oral pathology, § 493.1443(b)(6); or  

(b) Be a doctor of medicine, doctor of osteopathy, doctor of podiatric medicine licensed to 
practice medicine, osteopathy, or podiatry in the State in which the laboratory is located.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5235, Jan. 19, 1993]  

§ 493.1457 Standard; Clinical consultant responsibilities. 

The clinical consultant provides consultation regarding the appropriateness of the testing 
ordered and interpretation of test results. The clinical consultant must -  

(a) Be available to provide consultation to the laboratory's clients;  

(b) Be available to assist the laboratory's clients in ensuring that appropriate tests are 
ordered to meet the clinical expectations;  

(c) Ensure that reports of test results include pertinent information required for specific 
patient interpretation; and  

(d) Ensure that consultation is available and communicated to the laboratory's clients on 
matters related to the quality of the test results reported and their interpretation 
concerning specific patient conditions.  

§ 493.1459 Condition: Laboratories performing high complexity testing; general 
supervisor. 

The laboratory must have one or more general supervisors who are qualified under § 
493.1461 of this subpart to provide general supervision in accordance with § 493.1463 of 
this subpart.  

§ 493.1461 Standard: General supervisor qualifications. 

The laboratory must have one or more general supervisors who, under the direction of the 
laboratory director and supervision of the technical supervisor, provides day-to-day 
supervision of testing personnel and reporting of test results. In the absence of the director 
and technical supervisor, the general supervisor must be responsible for the proper 
performance of all laboratory procedures and reporting of test results.  

(a) The general supervisor must possess a current license issued by the State in which the 
laboratory is located, if such licensing is required; and  
(b) The general supervisor must be qualified as a -  

(1) Laboratory director under § 493.1443; or  
(2) Technical supervisor under § 493.1449.  

(c) If the requirements of paragraph (b)(1) or paragraph (b)(2) of this section are not met, 
the individual functioning as the general supervisor must -  

(1)  

https://www.ecfr.gov/current/title-42/section-493.1443#p-493.1443(b)(1)
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(i) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine 
licensed to practice medicine, osteopathy, or podiatry in the State in which the 
laboratory is located or have earned a doctoral, master's, or bachelor's degree in a 
chemical, physical, biological or clinical laboratory science, or medical technology from 
an accredited institution; and  
(ii) Have at least 1 year of laboratory training or experience, or both, in high complexity 
testing; or  

(2)  
(i) Qualify as testing personnel under § 493.1489(b)(2); and  
(ii) Have at least 2 years of laboratory training or experience, or both, in high 
complexity testing; or  

(3)  
(i) Except as specified in paragraph (3)(ii) of this section, have previously qualified as a 
general supervisor under § 493.1462 on or before February 28, 1992.  
(ii) Exception. An individual who achieved a satisfactory grade in a proficiency 
examination for technologist given by HHS between March 1, 1986 and December 31, 
1987, qualifies as a general supervisor if he or she meets the requirements of § 
493.1462 on or before January 1, 1994.”  

(4) On or before September 1, 1992, have served as a general supervisor of high 
complexity testing and as of April 24, 1995 -  

(i) Meet one of the following requirements:  
(A) Have graduated from a medical laboratory or clinical laboratory training program 
approved or accredited by the Accrediting Bureau of Health Education Schools 
(ABHES), the Commission on Allied Health Education Accreditation (CAHEA), or other 
organization approved by HHS.  
(B) Be a high school graduate or equivalent and have successfully completed an 
official U.S. military medical laboratory procedures course of at least 50 weeks 
duration and have held the military enlisted occupational specialty of Medical 
Laboratory Specialist (Laboratory Technician).  

(ii) Have at least 2 years of clinical laboratory training, or experience, or both, in high 
complexity testing; or  

(5) On or before September 1, 1992, have served as a general supervisor of high 
complexity testing and -  

(i) Be a high school graduate or equivalent; and  
(ii) Have had at least 10 years of laboratory training or experience, or both, in high 
complexity testing, including at least 6 years of supervisory experience between 
September 1, 1982 and September 1, 1992.  

(d) For blood gas analysis, the individual providing general supervision must -  
(1) Be qualified under § 493.1461(b) (1) or (2), or § 493.1461(c); or  
(2)  

(i) Have earned a bachelor's degree in respiratory therapy or cardiovascular technology 
from an accredited institution; and  
(ii) Have at least one year of laboratory training or experience, or both, in blood gas 
analysis; or  

(3)  
(i) Have earned an associate degree related to pulmonary function from an accredited 
institution; and  
(ii) Have at least two years of training or experience, or both in blood gas analysis.  

(e) The general supervisor requirement is met in histopathology, oral pathology, 
dermatopathology, and ophthalmic pathology because all tests and examinations, must be 
performed:  

(1) In histopathology, by an individual who is qualified as a technical supervisor under § 
493.1449(b) or § 493.1449(l)(1);  
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(2) In dermatopathology, by an individual who is qualified as a technical supervisor under 
§ 493.1449(b) or § 493.1449(l) or (2);  
(3) In ophthalmic pathology, by an individual who is qualified as a technical supervisor 
under § 493.1449(b) or § 493.1449(1)(3); and  
(4) In oral pathology, by an individual who is qualified as a technical supervisor under § 
493.1449(b) or § 493.1449(m).  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5235, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20049, Apr. 24, 1995]  

§ 493.1462 General supervisor qualifications on or before February 28, 1992. 

To qualify as a general supervisor under § 493.1461(c)(3), an individual must have met or 
could have met the following qualifications as they were in effect on or before February 28, 
1992.  

(a) Each supervisor possesses a current license as a laboratory supervisor issued by the State, 
if such licensing exists; and  
(b) The laboratory supervisor -  

(1) Who qualifies as a laboratory director under § 493.1406(b)(1), (2), (4), or (5) is also 
qualified as a general supervisor; therefore, depending upon the size and functions of the 
laboratory, the laboratory director may also serve as the laboratory supervisor; or  
(2)  

(i) Is a physician or has earned a doctoral degree from an accredited institution with a 
major in one of the chemical, physical, or biological sciences; and  
(ii) Subsequent to graduation, has had at least 2 years of experience in one of the 
laboratory specialties in a laboratory; or  

(3)  
(i) Holds a master's degree from an accredited institution with a major in one of the 
chemical, physical, or biological sciences; and  
(ii) Subsequent to graduation has had at least 4 years of pertinent full-time laboratory 
experience of which not less than 2 years have been spent working in the designated 
specialty in a laboratory; or  

(4)  
(i) Is qualified as a laboratory technologist under § 493.1491; and  
(ii) After qualifying as a laboratory technologist, has had at least 6 years of pertinent full-
time laboratory experience of which not less than 2 years have been spent working in the 
designated laboratory specialty in a laboratory; or  

(5) With respect to individuals first qualifying before July 1, 1971, has had at least 15 years 
of pertinent full-time laboratory experience before January 1, 1968; this required 
experience may be met by the substitution of education for experience.  

[58 FR 39155, July 22, 1993]  

§ 493.1463 Standard: General supervisor responsibilities. 

The general supervisor is responsible for day-to-day supervision or oversight of the laboratory 
operation and personnel performing testing and reporting test results.  

(a) The general supervisor -  
(1) Must be accessible to testing personnel at all times testing is performed to provide on-
site, telephone or electronic consultation to resolve technical problems in accordance with 
policies and procedures established either by the laboratory director or technical supervisor;  
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(2) Is responsible for providing day-to-day supervision of high complexity test performance 
by a testing personnel qualified under § 493.1489;  
(3) Except as specified in paragraph (c) of this section, must be onsite to provide direct 
supervision when high complexity testing is performed by any individuals qualified under § 
493.1489(b)(5); and  
(4) Is responsible for monitoring test analyses and specimen examinations to ensure that 
acceptable levels of analytic performance are maintained.  

(b) The director or technical supervisor may delegate to the general supervisor the 
responsibility for -  

(1) Assuring that all remedial actions are taken whenever test systems deviate from the 
laboratory's established performance specifications;  
(2) Ensuring that patient test results are not reported until all corrective actions have been 
taken and the test system is properly functioning;  
(3) Providing orientation to all testing personnel; and  
(4) Annually evaluating and documenting the performance of all testing personnel.  

(c) Exception. For individuals qualified under § 493.1489(b)(5), who were performing high 
complexity testing on or before January 19, 1993, the requirements of paragraph (a)(3) of 
this section are not effective, provided that all high complexity testing performed by the 
individual in the absence of a general supervisor is reviewed within 24 hours by a general 
supervisor qualified under § 493.1461.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5235, Jan. 19, 1993; 60 FR 20050, Apr. 
24, 1995]  

§ 493.1467 Condition: Laboratories performing high complexity testing; cytology 
general supervisor. 

For the subspecialty of cytology, the laboratory must have a general supervisor who meets the 
qualification requirements of § 493.1469 of this subpart, and provides supervision in 
accordance with § 493.1471 of this subpart.  

§ 493.1469 Standard: Cytology general supervisor qualifications. 

The cytology general supervisor must be qualified to supervise cytology services. The general 
supervisor in cytology must possess a current license issued by the State in which the 
laboratory is located, if such licensing is required, and must -  

(a) Be qualified as a technical supervisor under § 493.1449 (b) or (k); or  

(b)  

(1) Be qualified as a cytotechnologist under § 493.1483; and  

(2) Have at least 3 years of full-time (2,080 hours per year) experience as a 
cytotechnologist within the preceding 10 years.  

§ 493.1471 Standard: Cytology general supervisor responsibilities. 

The technical supervisor of cytology may perform the duties of the cytology general supervisor 
or delegate the responsibilities to an individual qualified under § 493.1469.  

(a) The cytology general supervisor is responsible for the day-to-day supervision or oversight 
of the laboratory operation and personnel performing testing and reporting test results.  
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(b) The cytology general supervisor must -  
(1) Be accessible to provide on-site, telephone, or electronic consultation to resolve 
technical problems in accordance with policies and procedures established by the technical 
supervisor of cytology;  
(2) Document the slide interpretation results of each gynecologic and nongynecologic 
cytology case he or she examined or reviewed (as specified under § 493.1274(c));  
(3) For each 24-hour period, document the total number of slides he or she examined or 
reviewed in the laboratory as well as the total number of slides examined or reviewed in 
any other laboratory or for any other employer; and  
(4) Document the number of hours spent examining slides in each 24-hour period.  

[57 FR 7172, Feb. 28, 1992, as amended at 68 FR 3714, Jan. 24, 2003]  

§ 493.1481 Condition: Laboratories performing high complexity testing; 
cytotechnologist. 

For the subspecialty of cytology, the laboratory must have a sufficient number of 
cytotechnologists who meet the qualifications specified in § 493.1483 to perform the functions 
specified in § 493.1485.  

§ 493.1483 Standard: Cytotechnologist qualifications. 

Each person examining cytology slide preparations must meet the qualifications of § 493.1449 
(b) or (k), or -  

(a) Possess a current license as a cytotechnologist issued by the State in which the laboratory 
is located, if such licensing is required; and  
(b) Meet one of the following requirements:  

(1) Have graduated from a school of cytotechnology accredited by the Committee on Allied 
Health Education and Accreditation or other organization approved by HHS; or  
(2) Be certified in cytotechnology by a certifying agency approved by HHS; or  
(3) Before September 1, 1992 -  

(i) Have successfully completed 2 years in an accredited institution with at least 12 
semester hours in science, 8 hours of which are in biology; and  

(A) Have had 12 months of training in a school of cytotechnology accredited by an 
accrediting agency approved by HHS; or  
(B) Have received 6 months of formal training in a school of cytotechnology accredited 
by an accrediting agency approved by HHS and 6 months of full-time experience in 
cytotechnology in a laboratory acceptable to the pathologist who directed the formal 6 
months of training; or  

(ii) Have achieved a satisfactory grade to qualify as a cytotechnologist in a proficiency 
examination approved by HHS and designed to qualify persons as cytotechnologists; or  

(4) Before September 1, 1994, have full-time experience of at least 2 years or equivalent 
within the preceding 5 years examining slide preparations under the supervision of a 
physician qualified under § 493.1449(b) or (k)(1), and before January 1, 1969, must have 
-  

(i) Graduated from high school;  
(ii) Completed 6 months of training in cytotechnology in a laboratory directed by a 
pathologist or other physician providing cytology services; and  
(iii) Completed 2 years of full-time supervised experience in cytotechnology; or  

(5)  
(i) On or before September 1, 1994, have full-time experience of at least 2 years or 
equivalent examining cytology slide preparations within the preceding 5 years in the 
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United States under the supervision of a physician qualified under § 493.1449(b) or 
(k)(1); and  
(ii) On or before September 1, 1995, have met the requirements in either paragraph 
(b)(1) or (2) of this section.  

[57 FR 7172, Feb. 28, 1992, as amended at 59 FR 685, Jan. 6, 1994]  

§ 493.1485 Standard; Cytotechnologist responsibilities. 

The cytotechnologist is responsible for documenting -  

(a) The slide interpretation results of each gynecologic and nongynecologic cytology case he 
or she examined or reviewed (as specified in § 493.1274(c));  

(b) For each 24-hour period, the total number of slides examined or reviewed in the 
laboratory as well as the total number of slides examined or reviewed in any other laboratory 
or for any other employer; and  

(c) The number of hours spent examining slides in each 24-hour period.  

[57 FR 7172, Feb. 28, 1992, as amended at 68 FR 3714, Jan. 24, 2003]  

§ 493.1487 Condition: Laboratories performing high complexity testing; testing 
personnel. 

The laboratory has a sufficient number of individuals who meet the qualification requirements 
of § 493.1489 of this subpart to perform the functions specified in § 493.1495 of this subpart 
for the volume and complexity of testing performed.  

§ 493.1489 Standard; Testing personnel qualifications. 

Each individual performing high complexity testing must -  

(a) Possess a current license issued by the State in which the laboratory is located, if such 
licensing is required; and  
(b) Meet one of the following requirements:  

(1) Be a doctor of medicine, doctor of osteopathy, or doctor of podiatric medicine licensed 
to practice medicine, osteopathy, or podiatry in the State in which the laboratory is located 
or have earned a doctoral, master's or bachelor's degree in a chemical, physical, biological 
or clinical laboratory science, or medical technology from an accredited institution;  
(2)  

(i) Have earned an associate degree in a laboratory science, or medical laboratory 
technology from an accredited institution or -  
(ii) Have education and training equivalent to that specified in paragraph (b)(2)(i) of this 
section that includes -  

(A) At least 60 semester hours, or equivalent, from an accredited institution that, at a 
minimum, include either -  

(1) 24 semester hours of medical laboratory technology courses; or  
(2) 24 semester hours of science courses that include -  

(i) Six semester hours of chemistry;  
(ii) Six semester hours of biology; and  
(iii) Twelve semester hours of chemistry, biology, or medical laboratory technology 
in any combination; and  
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(B) Have laboratory training that includes either of the following:  
(1) Completion of a clinical laboratory training program approved or accredited by the 
ABHES, the CAHEA, or other organization approved by HHS. (This training may be 
included in the 60 semester hours listed in paragraph (b)(2)(ii)(A) of this section.)  
(2) At least 3 months documented laboratory training in each specialty in which the 
individual performs high complexity testing.  

(3) Have previously qualified or could have qualified as a technologist under § 493.1491 on 
or before February 28, 1992;  
(4) On or before April 24, 1995 be a high school graduate or equivalent and have either -  

(i) Graduated from a medical laboratory or clinical laboratory training program approved 
or accredited by ABHES, CAHEA, or other organization approved by HHS; or  
(ii) Successfully completed an official U.S. military medical laboratory procedures training 
course of at least 50 weeks duration and have held the military enlisted occupational 
specialty of Medical Laboratory Specialist (Laboratory Technician);  

(5)  
(i) Until September 1, 1997 -  

(A) Have earned a high school diploma or equivalent; and  
(B) Have documentation of training appropriate for the testing performed before 
analyzing patient specimens. Such training must ensure that the individual has -  

(1) The skills required for proper specimen collection, including patient preparation, if 
applicable, labeling, handling, preservation or fixation, processing or preparation, 
transportation and storage of specimens;  
(2) The skills required for implementing all standard laboratory procedures;  
(3) The skills required for performing each test method and for proper instrument 
use;  
(4) The skills required for performing preventive maintenance, troubleshooting, and 
calibration procedures related to each test performed;  
(5) A working knowledge of reagent stability and storage;  
(6) The skills required to implement the quality control policies and procedures of the 
laboratory;  
(7) An awareness of the factors that influence test results; and  
(8) The skills required to assess and verify the validity of patient test results through 
the evaluation of quality control values before reporting patient test results; and  

(ii) As of September 1, 1997, be qualified under § 493.1489(b)(1), (b)(2), or (b)(4), 
except for those individuals qualified under paragraph (b)(5)(i) of this section who were 
performing high complexity testing on or before April 24, 1995;  

(6) For blood gas analysis -  
(i) Be qualified under § 493.1489(b)(1), (b)(2), (b)(3), (b)(4), or (b)(5);  
(ii) Have earned a bachelor's degree in respiratory therapy or cardiovascular technology 
from an accredited institution; or  
(iii) Have earned an associate degree related to pulmonary function from an accredited 
institution; or  

(7) For histopathology, meet the qualifications of § 493.1449 (b) or (l) to perform tissue 
examinations.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5236, Jan. 19, 1993; 58 FR 39155, July 22, 
1993; 60 FR 20050, Apr. 24, 1995]  

§ 493.1491 Technologist qualifications on or before February 28, 1992. 

In order to qualify as high complexity testing personnel under § 493.1489(b)(3), the individual 
must have met or could have met the following qualifications for technologist as they were in 
effect on or before February 28, 1992. Each technologist must -  
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(a) Possess a current license as a laboratory technologist issued by the State, if such licensing 
exists; and  
(b)  

(1) Have earned a bachelor's degree in medical technology from an accredited university; 
or  
(2) Have successfully completed 3 years of academic study (a minimum of 90 semester 
hours or equivalent) in an accredited college or university, which met the specific 
requirements for entrance into a school of medical technology accredited by an accrediting 
agency approved by the Secretary, and has successfully completed a course of training of 
at least 12 months in such a school; or  
(3) Have earned a bachelor's degree in one of the chemical, physical, or biological sciences 
and, in addition, has at least 1 year of pertinent full-time laboratory experience or training, 
or both, in the specialty or subspecialty in which the individual performs tests; or  
(4)  

(i) Have successfully completed 3 years (90 semester hours or equivalent) in an 
accredited college or university with the following distribution of courses -  

(A) For those whose training was completed before September 15, 1963. At least 
24 semester hours in chemistry and biology courses of which -  

(1) At least 6 semester hours were in inorganic chemistry and at least 3 semester 
hours were in other chemistry courses; and  
(2) At least 12 semester hours in biology courses pertinent to the medical sciences; 
or  

(B) For those whose training was completed after September 14, 1963. (1) 16 
semester hours in chemistry courses that included at least 6 semester hours in inorganic 
chemistry and that are acceptable toward a major in chemistry;  

(2) 16 semester hours in biology courses that are pertinent to the medical sciences 
and are acceptable toward a major in the biological sciences; and  
(3) 3 semester hours of mathematics; and  

(ii) Has experience, training, or both, covering several fields of medical laboratory work 
of at least 1 year and of such quality as to provide him or her with education and training 
in medical technology equivalent to that described in paragraphs (b)(1) and (2) of this 
section; or  

(5) With respect to individuals first qualifying before July 1, 1971, the technologist -  
(i) Was performing the duties of a laboratory technologist at any time between July 1, 
1961, and January 1, 1968, and  
(ii) Has had at least 10 years of pertinent laboratory experience prior to January 1, 1968. 
(This required experience may be met by the substitution of education for experience); 
or  

(6) Achieves a satisfactory grade in a proficiency examination approved by HHS.  

[58 FR 39155, July 22, 1993]  

§ 493.1495 Standard; Testing personnel responsibilities. 

The testing personnel are responsible for specimen processing, test performance and for 
reporting test results.  

(a) Each individual performs only those high complexity tests that are authorized by the 
laboratory director and require a degree of skill commensurate with the individual's education, 
training or experience, and technical abilities.  
(b) Each individual performing high complexity testing must -  

(1) Follow the laboratory's procedures for specimen handling and processing, test analyses, 
reporting and maintaining records of patient test results;  
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(2) Maintain records that demonstrate that proficiency testing samples are tested in the 
same manner as patient specimens;  
(3) Adhere to the laboratory's quality control policies, document all quality control activities, 
instrument and procedural calibrations and maintenance performed;  
(4) Follow the laboratory's established policies and procedures whenever test systems are 
not within the laboratory's established acceptable levels of performance;  
(5) Be capable of identifying problems that may adversely affect test performance or 
reporting of test results and either must correct the problems or immediately notify the 
general supervisor, technical supervisor, clinical consultant, or director;  
(6) Document all corrective actions taken when test systems deviate from the laboratory's 
established performance specifications; and  
(7) Except as specified in paragraph (c) of this section, if qualified under § 493.1489(b)(5), 
perform high complexity testing only under the onsite, direct supervision of a general 
supervisor qualified under § 493.1461.  

(c) Exception. For individuals qualified under § 493.1489(b)(5), who were performing high 
complexity testing on or before January 19, 1993, the requirements of paragraph (b)(7) of 
this section are not effective, provided that all high complexity testing performed by the 
individual in the absence of a general supervisor is reviewed within 24 hours by a general 
supervisor qualified under § 493.1461.  

[57 FR 7172, Feb. 28, 1992, as amended at 58 FR 5236, Jan. 19, 1993; 60 FR 20050, Apr. 
24, 1995]  

Subparts N-P [Reserved] 

Subpart Q - Inspection 

Source: 57 FR 7184, Feb. 28, 1992, unless otherwise noted.  

§ 493.1771 Condition: Inspection requirements applicable to all CLIA-certified and 
CLIA-exempt laboratories. 

(a) Each laboratory issued a CLIA certificate must meet the requirements in § 493.1773 and 
the specific requirements for its certificate type, as specified in §§ 493.1775 through 
493.1780.  

(b) All CLIA-exempt laboratories must comply with the inspection requirements in §§ 
493.1773 and 493.1780, when applicable.  

[63 FR 26737, May 14, 1998]  

§ 493.1773 Standard: Basic inspection requirements for all laboratories issued a CLIA 
certificate and CLIA-exempt laboratories. 

(a) A laboratory issued a certificate must permit CMS or a CMS agent to conduct an inspection 
to assess the laboratory's compliance with the requirements of this part. A CLIA-exempt 
laboratory and a laboratory that requests, or is issued a certificate of accreditation, must 
permit CMS or a CMS agent to conduct validation and complaint inspections.  
(b) General requirements. As part of the inspection process, CMS or a CMS agent may 
require the laboratory to do the following:  

(1) Test samples, including proficiency testing samples, or perform procedures.  
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(2) Permit interviews of all personnel concerning the laboratory's compliance with the 
applicable requirements of this part.  
(3) Permit laboratory personnel to be observed performing all phases of the total testing 
process (preanalytic, analytic, and postanalytic).  
(4) Permit CMS or a CMS agent access to all areas encompassed under the certificate 
including, but not limited to, the following:  

(i) Specimen procurement and processing areas.  
(ii) Storage facilities for specimens, reagents, supplies, records, and reports.  
(iii) Testing and reporting areas.  

(5) Provide CMS or a CMS agent with copies or exact duplicates of all records and data it 
requires.  

(c) Accessible records and data. A laboratory must have all records and data accessible 
and retrievable within a reasonable time frame during the course of the inspection.  
(d) Requirement to provide information and data. A laboratory must provide, upon 
request, all information and data needed by CMS or a CMS agent to make a determination of 
the laboratory's compliance with the applicable requirements of this part.  
(e) Reinspection. CMS or a CMS agent may reinspect a laboratory at any time to evaluate 
the ability of the laboratory to provide accurate and reliable test results.  
(f) Complaint inspection. CMS or a CMS agent may conduct an inspection when there are 
complaints alleging noncompliance with any of the requirements of this part.  
(g) Failure to permit an inspection or reinspection. Failure to permit CMS or a CMS agent 
to conduct an inspection or reinspection results in the suspension or cancellation of the 
laboratory's participation in Medicare and Medicaid for payment, and suspension or limitation 
of, or action to revoke the laboratory's CLIA certificate, in accordance with subpart R of this 
part.  

[63 FR 26737, May 14, 1998; 63 FR 32699, June 15, 1998]  

§ 493.1775 Standard: Inspection of laboratories issued a certificate of waiver or a 
certificate for provider-performed microscopy procedures. 

(a) A laboratory that has been issued a certificate of waiver or a certificate for provider-
performed microscopy procedures is not subject to biennial inspections.  
(b) If necessary, CMS or a CMS agent may conduct an inspection of a laboratory issued a 
certificate of waiver or a certificate for provider-performed microscopy procedures at any 
time during the laboratory's hours of operation to do the following:  

(1) Determine if the laboratory is operated and testing is performed in a manner that does 
not constitute an imminent and serious risk to public health.  
(2) Evaluate a complaint from the public.  
(3) Determine whether the laboratory is performing tests beyond the scope of the certificate 
held by the laboratory.  
(4) Collect information regarding the appropriateness of tests specified as waived tests or 
provider-performed microscopy procedures.  

(c) The laboratory must comply with the basic inspection requirements of § 493.1773.  
[63 FR 26737, May 14, 1998]  

§ 493.1777 Standard: Inspection of laboratories that have requested or have been 
issued a certificate of compliance. 

(a) Initial inspection.  
(1) A laboratory issued a registration certificate must permit an initial inspection to assess 
the laboratory's compliance with the requirements of this part before CMS issues a 
certificate of compliance.  
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(2) The inspection may occur at any time during the laboratory's hours of operation.  
(b) Subsequent inspections.  

(1) CMS or a CMS agent may conduct subsequent inspections on a biennial basis or with 
such other frequency as CMS determines to be necessary to ensure compliance with the 
requirements of this part.  
(2) CMS bases the nature of subsequent inspections on the laboratory's compliance history.  

(c) Provider-performed microscopy procedures. The inspection sample for review may 
include testing in the subcategory of provider-performed microscopy procedures.  
(d) Compliance with basic inspection requirements. The laboratory must comply with the 
basic inspection requirements of § 493.1773.  

[63 FR 26738, May 14, 1998]  

§ 493.1780 Standard: Inspection of CLIA-exempt laboratories or laboratories 
requesting or issued a certificate of accreditation. 

(a) Validation inspection. CMS or a CMS agent may conduct a validation inspection of any 
accredited or CLIA-exempt laboratory at any time during its hours of operation.  
(b) Complaint inspection. CMS or a CMS agent may conduct a complaint inspection of a 
CLIA-exempt laboratory or a laboratory requesting or issued a certificate of accreditation at 
any time during its hours of operation upon receiving a complaint applicable to the 
requirements of this part.  
(c) Noncompliance determination. If a validation or complaint inspection results in a finding 
that the laboratory is not in compliance with one or more condition-level requirements, the 
following actions occur:  

(1) A laboratory issued a certificate of accreditation is subject to a full review by CMS, in 
accordance with subpart E of this part and § 488.11 of this chapter.  
(2) A CLIA-exempt laboratory is subject to appropriate enforcement actions under the 
approved State licensure program.  

(d) Compliance with basic inspection requirements. CLIA-exempt laboratories and 
laboratories requesting or issued a certificate of accreditation must comply with the basic 
inspection requirements in § 493.1773.  

[63 FR 26738, May 14, 1998]  

Subpart R - Enforcement Procedures 

Source: 57 FR 7237, Feb. 28, 1992, unless otherwise noted.  

§ 493.1800 Basis and scope. 

(a) Statutory basis.  
(1) Section 1846 of the Act -  

(i) Provides for intermediate sanctions that may be imposed on laboratories that perform 
clinical diagnostic tests on human specimens when those laboratories are found to be out 
of compliance with one or more of the conditions for Medicare coverage of their services; 
and  
(ii) Requires the Secretary to develop and implement a range of such sanctions, including 
four that are specified in the statute.  

(2) The Clinical Laboratory Improvement Act of 1967 (section 353 of the Public Health 
Service Act) as amended by CLIA 1988, as amended by section 2 of the Taking Essential 
Steps for Testing Act of 2012 -  

(i) Establishes requirements for all laboratories that perform clinical diagnostic tests on 
human specimens;  
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(ii) Requires a Federal certification scheme to be applied to all such laboratories; and  
(iii) Grants the Secretary broad enforcement authority, including -  

(A) Use of intermediate sanctions;  
(B) Suspension, limitation, or revocation of the certificate of a laboratory that is out of 
compliance with one or more requirements for a certificate; and  
(C) Civil suit to enjoin any laboratory activity that constitutes a significant hazard to the 
public health.  

(3) Section 353 also -  
(i) Provides for imprisonment or fine for any person convicted of intentional violation of 
CLIA requirements;  
(ii) Specifies the administrative hearing and judicial review rights of a laboratory that is 
sanctioned under CLIA; and  
(iii) Requires the Secretary to publish annually a list of all laboratories that have been 
sanctioned during the preceding year.  

(b) Scope and applicability. This subpart sets forth -  
(1) The policies and procedures that CMS follows to enforce the requirements applicable to 
laboratories under CLIA and under section 1846 of the Act; and  
(2) The appeal rights of laboratories on which CMS imposes sanctions.  

[57 FR 7237, Feb. 28, 1992, as amended at 79 FR 25480, May 2, 2014]  

§ 493.1804 General considerations. 

(a) Purpose. The enforcement mechanisms set forth in this subpart have the following 
purposes:  

(1) To protect all individuals served by laboratories against substandard testing of 
specimens.  
(2) To safeguard the general public against health and safety hazards that might result 
from laboratory activities.  
(3) To motivate laboratories to comply with CLIA requirements so that they can provide 
accurate and reliable test results.  

(b) Basis for decision to impose sanctions.  
(1) CMS's decision to impose sanctions is based on one or more of the following:  

(i) Deficiencies found by CMS or its agents in the conduct of inspections to certify or 
validate compliance with Federal requirements, or through review of materials submitted 
by the laboratory (e.g., personnel qualifications).  
(ii) Unsuccessful participation in proficiency testing.  

(2) CMS imposes one or more of the alternative or principal sanctions specified in §§ 
493.1806 and 493.1807 when CMS or CMS's agent finds that a laboratory has condition-
level deficiencies.  

(c) Imposition of alternative sanctions.  
(1) CMS may impose alternative sanctions in lieu of, or in addition to principal sanctions. 
(Except for a condition level deficiency under §§ 493.41 or 493.1100(a), CMS does not 
impose alternative sanctions on laboratories that have certificates of waiver because those 
laboratories are not routinely inspected for compliance with condition-level requirements.)  
(2) CMS may impose alternative sanctions other than a civil money penalty after the 
laboratory has had an opportunity to respond, but before the hearing specified in § 
493.1844.  

(d) Choice of sanction: Factors considered. CMS bases its choice of sanction or sanctions 
on consideration of one or more factors that include, but are not limited to, the following, as 
assessed by the State or by CMS, or its agents:  

(1) Whether the deficiencies pose immediate jeopardy.  
(2) The nature, incidence, severity, and duration of the deficiencies or noncompliance.  
(3) Whether the same condition level deficiencies have been identified repeatedly.  
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(4) The accuracy and extent of laboratory records (e.g., of remedial action) in regard to 
the noncompliance, and their availability to the State, to other CMS agents, and to CMS.  
(5) The relationship of one deficiency or group of deficiencies to other deficiencies.  
(6) The overall compliance history of the laboratory including but not limited to any period 
of noncompliance that occurred between certifications of compliance.  
(7) The corrective and long-term compliance outcomes that CMS hopes to achieve through 
application of the sanction.  
(8) Whether the laboratory has made any progress toward improvement following a 
reasonable opportunity to correct deficiencies.  
(9) Any recommendation by the State agency as to which sanction would be appropriate.  

(e) Number of alternative sanctions. CMS may impose a separate sanction for each 
condition level deficiency or a single sanction for all condition level deficiencies that are 
interrelated and subject to correction by a single course of action.  
(f) Appeal rights. The appeal rights of laboratories dissatisfied with the imposition of a 
sanction are set forth in § 493.1844.  

[57 FR 7237, Feb. 28, 1992; 57 FR 35761, Aug. 11, 1992, as amended at 60 FR 20051, Apr. 
24, 1995; 85 FR 54874, Sept. 2, 2020]  

§ 493.1806 Available sanctions: All laboratories. 

(a) Applicability. CMS may impose one or more of the sanctions specified in this section on 
a laboratory that is out of compliance with one or more CLIA conditions.  
(b) Principal sanction. CMS may impose any of the three principal CLIA sanctions, which 
are suspension, limitation, or revocation of any type of CLIA certificate.  
(c) Alternative sanctions. CMS may impose one or more of the following alternative 
sanctions in lieu of or in addition to imposing a principal sanction, except on a laboratory that 
has a certificate of waiver.  

(1) Directed plan of correction, as set forth at § 493.1832.  
(2) State onsite monitoring as set forth at § 493.1836.  
(3) Civil money penalty, as set forth at § 493.1834.  

(d) Civil suit. CMS may bring suit in the appropriate U.S. District Court to enjoin continuation 
of any activity of any laboratory (including a CLIA-exempt laboratory that has been found 
with deficiencies during a validation survey), if CMS has reason to believe that continuation 
of the activity would constitute a significant hazard to the public health.  
(e) Criminal sanctions. Under section 353(1) of the PHS Act, an individual who is convicted 
of intentionally violating any CLIA requirement may be imprisoned or fined.  

[57 FR 7237, Feb. 28, 1992, as amended at 58 FR 5237, Jan. 19, 1993]  

§ 493.1807 Additional sanctions: Laboratories that participate in Medicare. 

The following additional sanctions are available for laboratories that are out of compliance with 
one or more CLIA conditions and that have approval to receive Medicare payment for their 
services.  

(a) Principal sanction. Cancellation of the laboratory's approval to receive Medicare 
payment for its services.  
(b) Alternative sanctions.  

(1) Suspension of payment for tests in one or more specific specialties or subspecialties, 
performed on or after the effective date of sanction.  
(2) Suspension of payment for all tests in all specialties and subspecialties performed on or 
after the effective date of sanction.  
 

§ 493.1808 Adverse action on any type of CLIA certificate: Effect on Medicare approval. 
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(a) Suspension or revocation of any type of CLIA certificate. When CMS suspends or 
revokes any type of CLIA certificate, CMS concurrently cancels the laboratory's approval to 
receive Medicare payment for its services.  

(b) Limitation of any type of CLIA certificate. When CMS limits any type of CLIA certificate, 
CMS concurrently limits Medicare approval to only those specialties or subspecialties that are 
authorized by the laboratory's limited certificate.  

§ 493.1809 Limitation on Medicaid payment. 

As provided in section 1902(a)(9)(C) of the Act, payment for laboratory services may be made 
under the State plan only if those services are furnished by a laboratory that has a CLIA 
certificate or is licensed by a State whose licensure program has been approved by the 
Secretary under this part.  

[57 FR 7237, Feb. 28, 1992; 57 FR 35761, Aug. 11, 1992]  

§ 493.1810 Imposition and lifting of alternative sanctions. 

(a) Notice of noncompliance and of proposed sanction: Content. If CMS or its agency 
identifies condition level noncompliance in a laboratory, CMS or its agent gives the laboratory 
written notice of the following:  

(1) The condition level noncompliance that it has identified.  
(2) The sanction or sanctions that CMS or its agent proposes to impose against the 
laboratory.  
(3) The rationale for the proposed sanction or sanctions.  
(4) The projected effective date and duration of the proposed sanction or sanctions.  
(5) The authority for the proposed sanction or sanctions.  
(6) The time allowed (at least 10 days) for the laboratory to respond to the notice.  

(b) Opportunity to respond. During the period specified in paragraph (a)(6) of this section, 
the laboratory may submit to CMS or its agent written evidence or other information against 
the imposition of the proposed sanction or sanctions.  
(c) Notice of imposition of sanction -  

(1) Content. CMS gives the laboratory written notice that acknowledges any evidence or 
information received from the laboratory and specifies the following:  

(i) The sanction or sanctions to be imposed against the laboratory.  
(ii) The authority and rationale for the imposing sanction or sanctions.  
(iii) The effective date and duration of sanction.  

(2) Timing.  
(i) If CMS or its agent determines that the deficiencies pose immediate jeopardy, CMS 
provides notice at least 5 days before the effective date of sanction.  
(ii) If CMS or its agent determines that the deficiencies do not pose immediate jeopardy, 
CMS provides notice at least 15 days before the effective date of the sanction.  

(d) Duration of alternative sanctions. An alternative sanction continues until the earlier of 
the following occurs:  

(1) The laboratory corrects all condition level deficiencies.  
(2) CMS's suspension, limitation, or revocation of the laboratory's CLIA certificate becomes 
effective.  

(e) Lifting of alternative sanctions -  
(1) General rule. Alternative sanctions are not lifted until a laboratory's compliance with 
all condition level requirements is verified.  
(2) Credible allegation of compliance. When a sanctioned laboratory submits a credible 
allegation of compliance, CMS's agent determines whether -  

https://www.ecfr.gov/current/title-42/section-493.1809
https://www.federalregister.gov/citation/57-FR-7237
https://www.federalregister.gov/citation/57-FR-35761
https://www.ecfr.gov/current/title-42/section-493.1810
https://www.ecfr.gov/current/title-42/section-493.1810#p-493.1810(a)(6)


    

  

185 

(i) It can certify compliance on the basis of the evidence presented by the laboratory in 
its allegation; or  
(ii) It must revisit to verify whether the laboratory has, in fact, achieved compliance.  

(3) Compliance achieved before the date of revisit. If during a revisit, the laboratory 
presents credible evidence (as determined by CMS or its agent) that it achieved compliance 
before the date of revisit, sanctions are lifted as of that earlier date.  

§ 493.1812 Action when deficiencies pose immediate jeopardy. 

If a laboratory's deficiencies pose immediate jeopardy, the following rules apply:  

(a) CMS requires the laboratory to take immediate action to remove the jeopardy and may 
impose one or more alternative sanctions to help bring the laboratory into compliance.  

(b) If the findings of a revisit indicate that a laboratory has not eliminated the jeopardy, CMS 
suspends or limits the laboratory's CLIA certificate no earlier than 5 days after the date of 
notice of suspension or limitation. CMS may later revoke the certificate.  

(c) In addition, if CMS has reason to believe that the continuation of any activity by any 
laboratory (either the entire laboratory operation or any specialty or subspecialty of testing) 
would constitute a significant hazard to the public health, CMS may bring suit and seek a 
temporary injunction or restraining order against continuation of that activity by the 
laboratory, regardless of the type of CLIA certificate the laboratory has and of whether it is 
State-exempt.  

§ 493.1814 Action when deficiencies are at the condition level but do not pose 
immediate jeopardy. 

If a laboratory has condition level deficiencies that do not pose immediate jeopardy, the 
following rules apply:  

(a) Initial action.  
(1) CMS may cancel the laboratory's approval to receive Medicare payment for its services.  
(2) CMS may suspend, limit, or revoke the laboratory's CLIA certificate.  
(3) If CMS does not impose a principal sanction under paragraph (a)(1) or (a)(2) of this 
section, it imposes one or more alternative sanctions. In the case of unsuccessful 
participation in proficiency testing, CMS may impose the training and technical assistance 
requirement set forth at § 493.1838 in lieu of, or in addition to, one or more alternative 
sanctions.  

(b) Failure to correct condition level deficiencies. If CMS imposes alternative sanctions 
for condition level deficiencies that do not pose immediate jeopardy, and the laboratory does 
not correct the condition level deficiencies within 12 months after the last day of inspection, 
CMS -  

(1) Cancels the laboratory's approval to receive Medicare payment for its services, and 
discontinues the Medicare payment sanctions as of the day cancellation is effective.  
(2) Following a revisit which indicates that the laboratory has not corrected its condition 
level deficiencies, notifies the laboratory that it proposes to suspend, limit, or revoke the 
certificate, as specified in § 493.1816(b), and the laboratory's right to hearing; and  
(3) May impose (or continue, if already imposed) any alternative sanctions that do not 
pertain to Medicare payments. (Sanctions imposed under the authority of section 353 of 
the PHS Act may continue for more than 12 months from the last date of inspection, while 
a hearing on the proposed suspension, limitation, or revocation of the certificate of 
compliance, registration certificate, certificate of accreditation, or certificate for PPM 
procedures is pending.)  
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(c) Action after hearing. If a hearing decision upholds a proposed suspension, limitation, or 
revocation of a laboratory's CLIA certificate, CMS discontinues any alternative sanctions as 
of the day it makes the suspension, limitation, or revocation effective.  

[57 FR 7237, Feb. 28, 1992, as amended at 60 FR 20051, Apr. 24, 1995]  

§ 493.1816 Action when deficiencies are not at the condition level. 

If a laboratory has deficiencies, that are not at the condition level, the following rules apply:  
(a) Initial action. The laboratory must submit a plan of correction that is acceptable to CMS 
in content and time frames.  
(b) Failure to correct deficiencies. If, on revisit, it is found that the laboratory has not 
corrected the deficiencies within 12 months after the last day of inspection, the following 
rules apply:  

(1) CMS cancels the laboratory's approval to receive Medicare payment for its services.  
(2) CMS notifies the laboratory of its intent to suspend, limit, or revoke the laboratory's 
CLIA certificate and of the laboratory's right to a hearing.  

§ 493.1820 Ensuring timely correction of deficiencies. 

(a) Timing of visits. CMS, the State survey agency or other CMS agent may visit the 
laboratory at any time to evaluate progress, and at the end of the period to determine 
whether all corrections have been made.  

(b) Deficiencies corrected before a visit. If during a visit, a laboratory produces credible 
evidence that it achieved compliance before the visit, the sanctions are lifted as of that earlier 
date.  

(c) Failure to correct deficiencies. If during a visit it is found that the laboratory has not 
corrected its deficiencies, CMS may propose to suspend, limit, or revoke the laboratory's CLIA 
certificate.  

(d) Additional time for correcting lower level deficiencies not at the condition level. If at 
the end of the plan of correction period all condition level deficiencies have been corrected, 
and there are deficiencies, that are not at the condition level, CMS may request a revised 
plan of correction. The revised plan may not extend beyond 12 months from the last day of 
the inspection that originally identified the cited deficiencies.  

(e) Persistence of deficiencies. If at the end of the period covered by the plan of correction, 
the laboratory still has deficiencies, the rules of §§ 493.1814 and 493.1816 apply.  

§ 493.1826 Suspension of part of Medicare payments. 

(a) Application.  
(1) CMS may impose this sanction if a laboratory -  

(i) Is found to have condition level deficiencies with respect to one or more specialties or 
subspecialties of tests; and  
(ii) Agrees (in return for not having its Medicare approval cancelled immediately) not to 
charge Medicare beneficiaries or their private insurance carriers for the services for which 
Medicare payment is suspended.  

(2) CMS suspends Medicare payment for those specialities or subspecialties of tests for 
which the laboratory is out of compliance with Federal requirements.  

(b) Procedures. Before imposing this sanction, CMS provides notice of sanction and 
opportunity to respond in accordance with § 493.1810.  
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(c) Duration and effect of sanction. This sanction continues until the laboratory corrects 
the condition level deficiencies or CMS cancels the laboratory's approval to receive Medicare 
payment for its services, but in no event longer than 12 months.  

(1) If the laboratory corrects all condition level deficiencies, CMS resumes Medicare 
payment effective for all services furnished on or after the date the deficiencies are 
corrected.  
(2) [Reserved]  

[57 FR 7237, Feb. 28, 1992; 57 FR 35761, Aug. 11, 1992]  

§ 493.1828 Suspension of all Medicare payments. 

(a) Application.  
(1) CMS may suspend payment for all Medicare-approved laboratory services when the 
laboratory has condition level deficiencies.  
(2) CMS suspends payment for all Medicare covered laboratory services when the following 
conditions are met:  

(i) Either -  
(A) The laboratory has not corrected its condition level deficiencies included in the plan 
of correction within 3 months from the last date of inspection; or  
(B) The laboratory has been found to have the same condition level deficiencies during 
three consecutive inspections; and  

(ii) The laboratory has chosen (in return for not having its Medicare approval immediately 
cancelled), to not charge Medicare beneficiaries or their private insurance carriers for 
services for which Medicare payment is suspended.  

(3) CMS suspends payment for services furnished on and after the effective date of sanction.  
(b) Procedures. Before imposing this sanction, CMS provides notice of sanction and 
opportunity to respond in accordance with § 493.1810.  
(c) Duration and effect of sanction.  

(1) Suspension of payment continues until all condition level deficiencies are corrected, but 
never beyond twelve months.  
(2) If all the deficiencies are not corrected by the end of the 12 month period, CMS cancels 
the laboratory's approval to receive Medicare payment for its services.  

§ 493.1832 Directed plan of correction and directed portion of a plan of correction. 

(a) Application. CMS may impose a directed plan of correction as an alternative sanction for 
any laboratory that has condition level deficiencies. If CMS does not impose a directed plan 
of correction as an alternative sanction for a laboratory that has condition level deficiencies, 
it at least imposes a directed portion of a plan of correction when it imposes any of the 
following alternative sanctions:  

(1) State onsite monitoring.  
(2) Civil money penalty.  
(3) Suspension of all or part of Medicare payments.  

(b) Procedures -  
(1) Directed plan of correction. When imposing this sanction, CMS -  

(i) Gives the laboratory prior notice of the sanction and opportunity to respond in 
accordance with § 493.1810;  
(ii) Directs the laboratory to take specific corrective action within specific time frames in 
order to achieve compliance; and  
(iii) May direct the laboratory to submit the names of laboratory clients for notification 
purposes, as specified in paragraph (b)(3) of this section.  
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(2) Directed portion of a plan of correction. CMS may decide to notify clients of a 
sanctioned laboratory, because of the seriousness of the noncompliance (e.g., the existence 
of immediate jeopardy) or for other reasons. When imposing this sanction, CMS takes the 
following steps -  

(i) Directs the laboratory to submit to CMS, the State survey agency, or other CMS agent, 
within 10 calendar days after the notice of the alternative sanction, a list of names and 
addresses of all physicians, providers, suppliers, and other clients who have used some 
or all of the services of the laboratory since the last certification inspection or within any 
other timeframe specified by CMS.  
(ii) Within 30 calendar days of receipt of the information, may send to each laboratory 
client, via the State survey agency, a notice containing the name and address of the 
laboratory, the nature of the laboratory's noncompliance, and the kind and effective date 
of the alternative sanction.  
(iii) Sends to each laboratory client, via the State survey agency, notice of the recission 
of an adverse action within 30 days of the rescission.  

(3) Notice of imposition of a principal sanction following the imposition of an 
alternative sanction. If CMS imposes a principal sanction following the imposition of an 
alternative sanction, and for which CMS has already obtained a list of laboratory clients, 
CMS may use that list to notify the clients of the imposition of the principal sanction.  

(c) Duration of a directed plan of correction. If CMS imposes a directed plan of correction, 
and on revisit it is found that the laboratory has not corrected the deficiencies within 12 
months from the last day of inspection, the following rules apply:  

(1) CMS cancels the laboratory's approval for Medicare payment of its services, and notifies 
the laboratory of CMS's intent to suspend, limit, or revoke the laboratory's CLIA certificate.  
(2) The directed plan of correction continues in effect until the day suspension, limitation, 
or revocation of the laboratory's CLIA certificate.  

§ 493.1834 Civil money penalty. 

(a) Statutory basis. Sections 1846 of the Act and 353(h)(2)(B) of the PHS Act authorize the 
Secretary to impose civil money penalties on laboratories. Section 1846(b)(3) of the Act 
specifically provides that incrementally more severe fines may be imposed for repeated or 
uncorrected deficiencies.  
(b) Scope. This section sets forth the procedures that CMS follows to impose a civil money 
penalty in lieu of, or in addition to, suspending, limiting, or revoking the certificate of 
compliance, registration certificate, certificate of accreditation, or certificate for PPM 
procedures of a laboratory that is found to have condition level deficiencies.  
(c) Basis for imposing a civil money penalty. CMS may impose a civil money penalty 
against any laboratory determined to have condition level deficiencies regardless of whether 
those deficiencies pose immediate jeopardy.  
(d) Amount of penalty -  

(1) Factors considered. In determining the amount of the penalty, CMS takes into account 
the following factors:  

(i) The nature, scope, severity, and duration of the noncompliance.  
(ii) Whether the same condition level deficiencies have been identified during three 
consecutive inspections.  
(iii) The laboratory's overall compliance history including but not limited to any period of 
noncompliance that occurred between certifications of compliance.  
(iv) The laboratory's intent or reason for noncompliance.  
(v) The accuracy and extent of laboratory records and their availability to CMS, the State 
survey agency, or other CMS agent.  

(2) Range of penalty amount.  
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(i) For a condition level deficiency that poses immediate jeopardy, the range is $3,050-
$10,000 as adjusted annually under 45 CFR part 102 per day of noncompliance or per 
violation.  
(ii) For a condition level deficiency that does not pose immediate jeopardy, the range is 
$50-$3,000 as adjusted annually under 45 CFR part 102 per day of noncompliance or per 
violation.  
(iii) For a condition level deficiency under §§ 493.41 or 493.1100(a), the penalty amount 
is $1,000 for the first day of noncompliance and $500 for each additional day of 
noncompliance.  

(3) Decreased penalty amounts. If the immediate jeopardy is removed, but the deficiency 
continues, CMS shifts the penalty amount to the lower range.  
(4) Increased penalty amounts. CMS may, before the hearing, propose to increase the 
penalty amount for a laboratory that has deficiencies which, after imposition of a lower 
level penalty amount, become sufficiently serious to pose immediate jeopardy.  

(e) Procedures for imposition of civil money penalty -  
(1) Notice of intent.  

(i) CMS sends the laboratory written notice, of CMS's intent to impose a civil money 
penalty.  
(ii) The notice includes the following information:  

(A) The statutory basis for the penalty.  
(B) The proposed daily or per violation amount of the penalty.  
(C) The factors (as described in paragraph (d)(1) of this section) that CMS considered.  
(D) The opportunity for responding to the notice in accordance with § 493.1810(c).  
(E) A specific statement regarding the laboratory's appeal rights.  

(2) Appeal rights.  
(i) The laboratory has 60 days from the date of receipt of the notice of intent to impose 
a civil money penalty to request a hearing in accordance with § 493.1844(g).  
(ii) If the laboratory requests a hearing, all other pertinent provisions of § 493.1844 apply.  
(iii) If the laboratory does not request a hearing, CMS may reduce the proposed penalty 
amount by 35 percent.  

(f) Accrual and duration of penalty -  
(1) Accrual of penalty. The civil money penalty begins accruing as follows:  

(i) 5 days after notice of intent if there is immediate jeopardy.  
(ii) 15 days after notice of intent if there is not immediate jeopardy.  

(2) Duration of penalty. The civil money penalty continues to accrue until the earliest of 
the following occurs:  

(i) The laboratory's compliance with condition level requirements is verified on the basis 
of the evidence presented by the laboratory in its credible allegation of compliance or at 
the time or revisit.  
(ii) Based on credible evidence presented by the laboratory at the time of revisit, CMS 
determines that compliance was achieved before the revisit. (In this situation, the money 
penalty stops accruing as of the date of compliance.)  
(iii) CMS suspends, limits, or revokes the laboratory's certificate of compliance, 
registration certificate, certificate of accreditation, or certificate for PPM procedures.  

(g) Computation and notice of total penalty amount -  
(1) Computation. CMS computes the total penalty amount after the laboratory's 
compliance is verified or CMS suspends, limits, or revokes the laboratory's CLIA certificate 
but in no event before -  

(i) The 60 day period for requesting a hearing has expired without a request or the 
laboratory has explicitly waived its right to a hearing; or  
(ii) Following a hearing requested by the laboratory, the ALJ issues a decision that upholds 
imposition of the penalty.  

(2) Notice of penalty amount and due date of penalty. The notice includes the following 
information:  
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(i) Daily or per violation penalty amount.  
(ii) Number of days or violations for which the penalty is imposed.  
(iii) Total penalty amount.  
(iv) Due date for payment of the penalty.  

(h) Due date for payment of penalty.  
(1) Payment of a civil money penalty is due 15 days from the date of the notice specified 
in paragraph (g)(2) of this section.  
(2) CMS may approve a plan for a laboratory to pay a civil money penalty, plus interest, 
over a period of up to one year from the original due date.  

(i) Collection and settlement -  
(1) Collection of penalty amounts.  

(i) The determined penalty amount may be deducted from any sums then or later owing 
by the United States to the laboratory subject to the penalty.  
(ii) Interest accrues on the unpaid balance of the penalty, beginning on the due date. 
Interest is computed at the rate specified in § 405.378(d) of this chapter.  

(2) Settlement. CMS has authority to settle any case at any time before the ALJ issues a 
hearing decision.  

[57 FR 7237, Feb. 28, 1992, as amended at 60 FR 20051, Apr. 24, 1995; 61 FR 63749, Dec. 
2, 1996; 81 FR 61564, Sept. 6, 2016; 85 FR 54874, Sept. 2, 2020]  

§ 493.1836 State onsite monitoring. 

(a) Application.  
(1) CMS may require continuous or intermittent monitoring of a plan of correction by the 
State survey agency to ensure that the laboratory makes the improvements necessary to 
bring it into compliance with the condition level requirements. (The State monitor does not 
have management authority, that is, cannot hire or fire staff, obligate funds, or otherwise 
dictate how the laboratory operates. The monitor's responsibility is to oversee whether 
corrections are made.)  
(2) The laboratory must pay the costs of onsite monitoring by the State survey agency.  

(i) The costs are computed by multiplying the number of hours of onsite monitoring in 
the laboratory by the hourly rate negotiated by CMS and the State.  
(ii) The hourly rate includes salary, fringe benefits, travel, and other direct and indirect 
costs approved by CMS.  

(b) Procedures. Before imposing this sanction, CMS provides notice of sanction and 
opportunity to respond in accordance with § 493.1810.  
(c) Duration of sanction.  

(1) If CMS imposes onsite monitoring, the sanction continues until CMS determines that 
the laboratory has the capability to ensure compliance with all condition level requirements.  
(2) If the laboratory does not correct all deficiencies within 12 months, and a revisit 
indicates that deficiencies remain, CMS cancels the laboratory's approval for Medicare 
payment for its services and notifies the laboratory of its intent to suspend, limit, or revoke 
the laboratory's certificate of compliance, registration certificate, certificate of accreditation, 
or certificate for PPM procedures.  
(3) If the laboratory still does not correct its deficiencies, the Medicare sanction continues 
until the suspension, limitation, or revocation of the laboratory's certificate of compliance, 
registration certificate, certificate of accreditation, or certificate for PPM procedures is 
effective.  

[57 FR 7237, Feb. 28, 1992, as amended at 60 FR 20051, Apr. 24, 1995]  
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§ 493.1838 Training and technical assistance for unsuccessful participation in 
proficiency testing. 

If a laboratory's participation in proficiency testing is unsuccessful, CMS may require the 
laboratory to undertake training of its personnel, or to obtain necessary technical assistance, 
or both, in order to meet the requirements of the proficiency testing program. This requirement 
is separate from the principal and alternative sanctions set forth in §§ 493.1806 and 493.1807.  

§ 493.1840 Suspension, limitation, or revocation of any type of CLIA certificate. 

(a) Adverse action based on actions of the laboratory's owner, operator or employees. 
CMS may initiate adverse action to suspend, limit or revoke any CLIA certificate if CMS finds 
that a laboratory's owner or operator or one of its employees has -  

(1) Been guilty of misrepresentation in obtaining a CLIA certificate;  
(2) Performed, or represented the laboratory as entitled to perform, a laboratory 
examination or other procedure that is not within a category of laboratory examinations or 
other procedures authorized by its CLIA certificate;  
(3) Failed to comply with the certificate requirements and performance standards;  
(4) Failed to comply with reasonable requests by CMS for any information or work on 
materials that CMS concludes is necessary to determine the laboratory's continued eligibility 
for its CLIA certificate or continued compliance with performance standards set by CMS;  
(5) Refused a reasonable request by CMS or its agent for permission to inspect the 
laboratory and its operation and pertinent records during the hours that the laboratory is 
in operation;  
(6) Violated or aided and abetted in the violation of any provisions of CLIA and its 
implementing regulations;  
(7) Failed to comply with an alternative sanction imposed under this subpart; or  
(8) Within the preceding two-year period, owned or operated a laboratory that had its CLIA 
certificate revoked. (This provision applies only to the owner or operator, not to all of the 
laboratory's employees.)  

(b) Adverse action based on improper referrals in proficiency testing. If CMS determines 
that a laboratory has intentionally referred its proficiency testing samples to another 
laboratory for analysis, CMS does one of the following:  

(1)  
(i) Revokes the laboratory's CLIA certificate for at least 1 year, prohibits the owner and 
operator from owning or operating a CLIA-certified laboratory for at least 1 year, and 
may impose a civil money penalty in accordance with § 493.1834(d), if CMS determines 
that -  

(A) A proficiency testing referral is a repeat proficiency testing referral as defined at § 
493.2; or  
(B) On or before the proficiency testing event close date, a laboratory reported 
proficiency testing results obtained from another laboratory to the proficiency testing 
program.  

(ii) Following the revocation of a CLIA certificate in accordance with paragraph (b)(1)(i) 
of this section, CMS may exempt a laboratory owner from the generally applicable 
prohibition on owning or operating a CLIA-certified laboratory under paragraph (a)(8) of 
this section on a laboratory-by-laboratory basis if CMS finds, after review of the relevant 
facts and circumstances, that there is no evidence that -  

(A) Patients would be put at risk as a result of the owner being exempted from the ban 
on a laboratory-by-laboratory basis;  
(B) The laboratory for which the owner is to be exempted from the general ownership 
ban participated in or was otherwise complicit in the PT referral of the laboratory that 
resulted in the revocation; and  
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(C) The laboratory for which the owner is to be exempted from the general ownership 
ban received a PT sample from another laboratory in the prior two survey cycles, and 
failed to immediately report such receipt to CMS or to the appropriate CMS-approved 
accrediting organization.  

(2) Suspends or limits the CLIA certificate for less than 1 year based on the criteria in § 
493.1804(d) and imposes alternative sanctions as appropriate, in accordance with §§ 
493.1804(c) and (d), 493.1806(c), 493.1807(b), 493.1809 and, in the case of civil money 
penalties, § 493.1834(d), when CMS determines that paragraph (b)(1)(i)(A) or (B) of this 
section does not apply but that the laboratory obtained test results for the proficiency 
testing samples from another laboratory on or before the proficiency testing event close 
date. Among other possibilities, alternative sanctions will always include a civil money 
penalty and a directed plan of correction that includes required training of staff.  
(3) Imposes alternative sanctions in accordance with §§ 493.1804(c) and (d), 493.1806(c), 
493.1807(b), 493.1809 and, in the case of civil money penalties, § 493.1834(d), when 
CMS determines that paragraph (b)(1)(i) or (2) of this section do not apply, and a PT 
referral has occurred, but no test results are received prior to the event close date by the 
referring laboratory from the laboratory that received the referral. Among other possibilities, 
alternative sanctions will always include a civil money penalty and a directed plan of 
correction that includes required training of staff.  

(c) Adverse action based on exclusion from Medicare. If the OIG excludes a laboratory 
from participation in Medicare, CMS suspends the laboratory's CLIA certificate for the period 
during which the laboratory is excluded.  

(d) Procedures for suspension or limitation -  
(1) Basic rule. Except as provided in paragraph (d)(2) of this section, CMS does not 
suspend or limit a CLIA certificate until after an ALJ hearing decision (as provided in § 
493.1844) that upholds suspension or limitation.  
(2) Exceptions. CMS may suspend or limit a CLIA certificate before the ALJ hearing in any 
of the following circumstances:  

(i) The laboratory's deficiencies pose immediate jeopardy.  
(ii) The laboratory has refused a reasonable request for information or work on materials.  
(iii) The laboratory has refused permission for CMS or a CMS agent to inspect the 
laboratory or its operation.  

(e) Procedures for revocation.  

(1) CMS does not revoke any type of CLIA certificate until after an ALJ hearing that upholds 
revocation.  
(2) CMS may revoke a CLIA certificate after the hearing decision even if it had not previously 
suspended or limited that certificate.  

(f) Notice to the OIG. CMS notifies the OIG of any violations under paragraphs (a)(1), (a)(2), 
(a)(6), and (b) of this section within 30 days of the determination of the violation.  

[57 FR 7237, Feb. 28, 1992, as amended at 79 FR 25480, May 2, 2014]  

§ 493.1842 Cancellation of Medicare approval. 

(a) Basis for cancellation.  
(1) CMS always cancels a laboratory's approval to receive Medicare payment for its services 
if CMS suspends or revokes the laboratory's CLIA certificate.  
(2) CMS may cancel the laboratory's approval under any of the following circumstances:  
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(i) The laboratory is out of compliance with a condition level requirement.  
(ii) The laboratory fails to submit a plan of correction satisfactory to CMS. 
(iii) The laboratory fails to correct all its deficiencies within the time frames specified in 
the plan of correction.  

(b) Notice and opportunity to respond. Before canceling a laboratory's approval to receive 
Medicare payment for its services, CMS gives the laboratory -  

(1) Written notice of the rationale for, effective date, and effect of, cancellation;  
(2) Opportunity to submit written evidence or other information against cancellation of the 
laboratory's approval.  
This sanction may be imposed before the hearing that may be requested by a laboratory, 
in accordance with the appeals procedures set forth in § 493.1844.  

(c) Effect of cancellation. Cancellation of Medicare approval terminates any Medicare 
payment sanctions regardless of the time frames originally specified.  

§ 493.1844 Appeals procedures. 

(a) General rules.  
(1) The provisions of this section apply to all laboratories and prospective laboratories that 
are dissatisfied with any initial determination under paragraph (b) of this section.  
(2) Hearings are conducted in accordance with procedures set forth in subpart D of part 
498 of this chapter, except that the authority to conduct hearings and issue decisions may 
be exercised by ALJs assigned to, or detailed to, the Departmental Appeals Board.  
(3) Any party dissatisfied with a hearing decision is entitled to request review of the decision 
as specified in subpart E of part 498 of this chapter, except that the authority to review the 
decision may be exercised by the Departmental Appeals Board.  
(4) When more than one of the actions specified in paragraph (b) of this section are carried 
out concurrently, the laboratory has a right to only one hearing on all matters at issue.  

(b) Actions that are initial determinations. The following actions are initial determinations 
and therefore are subject to appeal in accordance with this section:  

(1) The suspension, limitation, or revocation of the laboratory's CLIA certificate by CMS 
because of noncompliance with CLIA requirements.  
(2) The denial of a CLIA certificate.  
(3) The imposition of alternative sanctions under this subpart (but not the determination 
as to which alternative sanction or sanctions to impose).  
(4) The denial or cancellation of the laboratory's approval to receive Medicare payment for 
its services.  

(c) Actions that are not initial determinations. Actions that are not listed in paragraph (b) 
of this section are not initial determinations and therefore are not subject to appeal under 
this section. They include, but are not necessarily limited to, the following:  

(1) The finding that a laboratory accredited by a CMS-approved accreditation organization 
is no longer deemed to meet the conditions set forth in subparts H, J, K, M, and Q of this 
part. However, the suspension, limitation or revocation of a certificate of accreditation is 
an initial determination and is appealable.  
(2) The finding that a laboratory determined to be in compliance with condition-level 
requirements but has deficiencies that are not at the condition level.  
(3) The determination not to reinstate a suspended CLIA certificate because the reason for 
the suspension has not been removed or there is insufficient assurance that the reason will 
not recur.  
(4) The determination as to which alternative sanction or sanctions to impose, including 
the amount of a civil money penalty to impose per day or per violation.  
(5) The denial of approval for Medicare payment for the services of a laboratory that does 
not have in effect a valid CLIA certificate.  
(6) The determination that a laboratory's deficiencies pose immediate jeopardy.  
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(7) The amount of the civil money penalty assessed per day or for each violation of Federal 
requirements.  

(d) Effect of pending appeals -  
(1) Alternative sanctions. The effective date of an alternative sanction (other than a civil 
money penalty) is not delayed because the laboratory has appealed and the hearing or the 
hearing decision is pending.  
(2) Suspension, limitation, or revocation of a laboratory's CLIA certificate -  

(i) General rule. Except as provided in paragraph (d)(2)(ii) of this section, suspension, 
limitation, or revocation of a CLIA certificate is not effective until after a hearing decision 
by an ALJ is issued.  
(ii) Exceptions.  

(A) If CMS determines that conditions at a laboratory pose immediate jeopardy, the 
effective date of the suspension or limitation of a CLIA certificate is not delayed because 
the laboratory has appealed and the hearing or the hearing decision is pending.  
(B) CMS may suspend or limit a laboratory's CLIA certificate before an ALJ hearing or 
hearing decision if the laboratory has refused a reasonable request for information 
(including but not limited to billing information), or for work on materials, or has refused 
permission for CMS or a CMS agent to inspect the laboratory or its operation.  

(3) Cancellation of Medicare approval. The effective date of the cancellation of a 
laboratory's approval to receive Medicare payment for its services is not delayed because 
the laboratory has appealed and the hearing or hearing decision is pending.  
(4) Effect of ALJ decision.  

(i) An ALJ decision is final unless, as provided in paragraph (a)(3) of this section, one of 
the parties requests review by the Departmental Appeals Board within 60 days, and the 
Board reviews the case and issues a revised decision.  
(ii) If an ALJ decision upholds a suspension imposed because of immediate jeopardy, that 
suspension becomes a revocation.  

(e) Appeal rights for prospective laboratories -  
(1) Reconsideration. Any prospective laboratory dissatisfied with a denial of a CLIA 
certificate, or of approval for Medicare payment for its services, may initiate the appeals 
process by requesting reconsideration in accordance with §§ 498.22 through 498.25 of this 
chapter.  
(2) Notice of reopening. If CMS reopens an initial or reconsidered determination, CMS 
gives the prospective laboratory notice of the revised determination in accordance with § 
498.32 of this chapter.  
(3) ALJ hearing. Any prospective laboratory dissatisfied with a reconsidered determination 
under paragraph (e)(1) of this section or a revised reconsidered determination under § 
498.30 of this chapter is entitled to a hearing before an ALJ, as specified in paragraph 
(a)(2) of this section.  
(4) Review of ALJ hearing decisions. Any prospective laboratory that is dissatisfied with 
an ALJ's hearing decision or dismissal of a request for hearing may file a written request 
for review by the Departmental Appeals Board as provided in paragraph (a)(3) of this 
section.  

(f) Appeal rights of laboratories -  
(1) ALJ hearing. Any laboratory dissatisfied with the suspension, limitation, or revocation 
of its CLIA certificate, with the imposition of an alternative sanction under this subpart, or 
with cancellation of the approval to receive Medicare payment for its services, is entitled to 
a hearing before an ALJ as specified in paragraph (a)(2) of this section and has 60 days 
from the notice of sanction to request a hearing.  
(2) Review of ALJ hearing decisions. Any laboratory that is dissatisfied with an ALJ's 
hearing decision or dismissal of a request for hearing may file a written request for review 
by the Departmental Appeals Board, as provided in paragraph (a)(3) of this section.  
(3) Judicial review. Any laboratory dissatisfied with the decision to impose a civil money 
penalty or to suspend, limit, or revoke its CLIA certificate may, within 60 days after the 
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decision becomes final, file with the U.S. Court of Appeals of the circuit in which the 
laboratory has its principal place of business, a petition for judicial review.  

(g) Notice of adverse action.  
(1) If CMS suspends, limits, or revokes a laboratory's CLIA certificate or cancels the 
approval to receive Medicare payment for its services, CMS gives notice to the laboratory, 
and may give notice to physicians, providers, suppliers, and other laboratory clients, 
according to the procedures set forth at § 493.1832. In addition, CMS notifies the general 
public each time one of these principal sanctions is imposed.  
(2) The notice to the laboratory -  

(i) Sets forth the reasons for the adverse action, the effective date and effect of that 
action, and the appeal rights if any; and  
(ii) When the certificate is limited, specifies the specialties or subspecialties of tests that 
the laboratory is no longer authorized to perform, and that are no longer covered under 
Medicare.  

(3) The notice to other entities includes the same information except the information about 
the laboratory's appeal rights.  

(h) Effective date of adverse action.  
(1) When the laboratory's deficiencies pose immediate jeopardy, the effective date of the 
adverse action is at least 5 days after the date of the notice.  
(2) When CMS determines that the laboratory's deficiencies do not pose immediate 
jeopardy, the effective date of the adverse action is at least 15 days after the date of the 
notice.  

[57 FR 7237, Feb. 28, 1992; 57 FR 35761, Aug. 11, 1992, as amended at 68 FR 3714, Jan. 
24, 2003]  

§ 493.1846 Civil action. 

If CMS has reason to believe that continuation of the activities of any laboratory, including a 
State-exempt laboratory, would constitute a significant hazard to the public health, CMS may 
bring suit in a U.S. District Court to enjoin continuation of the specific activity that is causing 
the hazard or to enjoin the continued operation of the laboratory if CMS deems it necessary. 
Upon proper showing, the court shall issue a temporary injunction or restraining order without 
bond against continuation of the activity.  

§ 493.1850 Laboratory registry. 

(a) Once a year CMS makes available to physicians and to the general public specific 
information (including information provided to CMS by the OIG) that is useful in evaluating 
the performance of laboratories, including the following:  

(1) A list of laboratories that have been convicted, under Federal or State laws relating to 
fraud and abuse, false billing, or kickbacks.  
(2) A list of laboratories that have had their CLIA certificates suspended, limited, or revoked, 
and the reason for the adverse actions.  
(3) A list of persons who have been convicted of violating CLIA requirements, as specified 
in section 353(1) of the PHS Act, together with the circumstances of each case and the 
penalties imposed.  
(4) A list of laboratories on which alternative sanctions have been imposed, showing -  

(i) The effective date of the sanctions;  
(ii) The reasons for imposing them;  
(iii) Any corrective action taken by the laboratory; and  
(iv) If the laboratory has achieved compliance, the verified date of compliance.  

https://www.ecfr.gov/current/title-42/section-493.1832
https://www.federalregister.gov/citation/57-FR-7237
https://www.federalregister.gov/citation/57-FR-35761
https://www.federalregister.gov/citation/68-FR-3714
https://www.ecfr.gov/current/title-42/section-493.1846
https://www.ecfr.gov/current/title-42/section-493.1850


    

  

196 

(5) A list of laboratories whose accreditation has been withdrawn or revoked and the  
reasons for the withdrawal or revocation.  
(6) All appeals and hearing decisions.  
(7) A list of laboratories against which CMS has brought suit under § 493.1846 and the 
reasons for those actions.  
(8) A list of laboratories that have been excluded from participation in Medicare or Medicaid 
and the reasons for the exclusion.  

(b) The laboratory registry is compiled for the calendar year preceding the date the 
information is made available and includes appropriate explanatory information to aid in the 
interpretation of the data. It also contains corrections of any erroneous statements or 
information that appeared in the previous registry.  

Subpart S [Reserved] 

Subpart T - Consultations 

Source: 57 FR 7185, Feb. 28, 1992, unless otherwise noted.  

§ 493.2001 Establishment and function of the Clinical Laboratory Improvement 
Advisory Committee. 

(a) HHS will establish a Clinical Laboratory Improvement Advisory Committee to advise and 
make recommendations on technical and scientific aspects of the provisions of this part 493.  

(b) The Clinical Laboratory Improvement Advisory Committee will be comprised of individuals 
involved in the provision of laboratory services, utilization of laboratory services, development 
of laboratory testing or methodology, and others as approved by HHS.  

(c) HHS will designate specialized subcommittees as necessary.  

(d) The Clinical Laboratory Improvement Advisory Committee or any designated 
subcommittees will meet as needed, but not less than once each year.  

(e) The Clinical Laboratory Improvement Advisory Committee or subcommittee, at the 
request of HHS, will review and make recommendations concerning:  

(1) Criteria for categorizing nonwaived testing;  
(2) Determination of waived tests;  
(3) Personnel standards; 
(4) Facility administration and quality systems standards.  
(5) Proficiency testing standards;  
(6) Applicability to the standards of new technology; and  
(7) Other issues relevant to part 493, if requested by HHS.  
(f) HHS will be responsible for providing the data and information, as necessary, to the 
members of the Clinical Laboratory Improvement Advisory Committee. 

 

 ※3 厚生労働省『医療法改正等の経緯と検体検査の精度の確保に係る基準について』 

   https://www.mhlw.go.jp/content/10800000/000911173.pdf 

 

※4 厚生労働省『検体検査の精度管理等に関する検討会』 
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https://www.mhlw.go.jp/stf/shingi/other-isei_487624.html 

  

※5,＜国際業務調整役（米国担当）レポート ～その１～＞米国保健福祉省 HHS の組織構造 

   https://www.pmda.go.jp/files/000157800.pdf 

 

※6 厚生労働省保険局医療課 令和 4 年度 3 月 4 日通知 

    特掲診療科の施設基準等及びその届け出に関する手続きの取り扱いについて 

 
第 18 造血器腫瘍遺伝子検査 

１ 造血器腫瘍遺伝子検査に関する施設基準 

検体検査管理加算(Ⅱ)、(Ⅲ)又は(Ⅳ)の施設基準に準ずる。 

２ 届出に関する事項 

検体検査管理加算（Ⅱ）、（Ⅲ）又は（Ⅳ）の届出を行っていればよく、造血器腫瘍遺伝子検査として特に

地方厚生（支）局長に対して、届出を行う必要はないこと。 

第 18 の１の２ 遺伝学的検査 

１ 遺伝学的検査の施設基準の対象疾患 

「診療報酬の算定方法の一部改正に伴う実施上の留意事項について」（令和４年３月４日保医 0304 第１

号）の別添１「医科診療報酬点数表に関する事項」第２章第３部第１節第１款Ｄ００６－４ 遺伝学的

検査(１)のエ又はオに掲げる疾患 

２ 遺伝学的検査の施設基準 



    

  

198 

関係学会の作成する遺伝学的検査の実施に関する指針を遵守し検査を実施していること。なお、当該検査の一

部を他の保険医療機関又は衛生検査所（臨床検査技師等に関する法律（昭和 33 年法律第 76 号）第 

20 条の３第１項に規定する衛生検査所をいう。以下同じ。）に委託する場合は、当該施設基準の届出を行

っている他の保険医療機関又は関係学会の作成する遺伝学的検査の実施に関する 

指針を遵守し検査を実施していることが公表されている衛生検査所にのみ委託すること。 

３ 届出に関する事項 

遺伝学的検査の施設基準に係る届出は、別添２の様式 23 を用いること。 

第 18 の１の３ 染色体検査 

１ 染色体検査の注２に規定する施設基準 

(１) 当該検査を当該保険医療機関内で実施する場合においては、次に掲げる基準を全て満たしていること。 

ア 産婦人科、産科又は婦人科を標榜する保険医療機関であること。 

イ 専ら産婦人科、産科又は婦人科に従事し、当該診療科について 10 年以上の経験を有する医師が配置さ

れていること。また、当該医師は、流産検体を用いた絨毛染色体検査を主として実施する医師として 20 例

以上の症例を実施していること。 

ウ 看護師及び臨床検査技師が配置されていること。 

エ 緊急手術が可能な体制を有していること。ただし、緊急手術が可能な保険医療機関との連携（当該連携

について、文書による契約が締結されている場合に限る。）により、緊急事態に対応するための体制が整備

されている場合は、この限りでない。 

オ 遺伝カウンセリング加算の施設基準に係る届出を行っていること。ただし、遺伝カウンセリング加算の施設基準

に係る届出を行っている保険医療機関と連携体制をとっており、当該患者に対して遺伝カウンセリングを実施

することが可能である場合はこの限りでない。 

(２) 当該検査を衛生検査所に委託する場合においては、次に掲げる基準を全て満たしていること。 

ア 産婦人科、産科又は婦人科を標榜する保険医療機関であること。 

イ 専ら産婦人科、産科又は婦人科に従事し、当該診療科について 10 年以上の経験を有する医師が配置

されていること。また、当該医師は、流産検体を用いた絨毛染色体検査を主として実施する医師として 20 

例以上の症例を実施していること。 

ウ 看護師が配置されていること。 

エ 緊急手術が可能な体制を有していること。ただし、緊急手術が可能な保険医療機関との連携（当該連携

について、文書による契約が締結されている場合に限る。）により、緊急事態に対応するための体制が整備

されている場合は、この限りでない。 

オ 遺伝カウンセリング加算の施設基準に係る届出を行っていること。ただし、遺伝カウンセリング加算の施設基準

に係る届出を行っている保険医療機関と連携体制をとっており、当該患者に対して遺伝カウンセリングを実

施することが可能である場合はこの限りでない。 

２ 届出に関する事項 

    染色体検査の注２に規定する施設基準に係る届出は、別添２の様式 23 の１の２及び様式 52 を 

用いる。 

第 18 の１の４ 骨髄微小残存病変量測定 

こと１ 骨髄微小残存病変量測定に関する施設基準 

(１) 当該検査を当該保険医療機関内で実施する場合においては、次に掲げる基準を全て満たしていること。 

ア 内科又は小児科を標榜する保険医療機関であること。 
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イ 内科又は小児科の５年以上の経験を有する常勤の医師が配置されていること。 

ウ 血液内科の経験を５年以上有している常勤医師が３名以上配置されていること。 

エ 関係学会により認定された施設であること。 

オ 関係学会の定める遺伝子関連検査検体品質管理マニュアルを遵守し検査を実施していること。 

(２) 当該検査を当該保険医療機関以外の施設に委託する場合においては、次に掲げる基準を全て満たして

いること。 

ア 内科又は小児科を標榜する保険医療機関であること。 

イ 内科又は小児科の５年以上の経験を有する常勤の医師が配置されていること。 

ウ 血液内科の経験を５年以上有している常勤医師が１名以上配置されていること。 

エ (１)を全て満たすものとして地方厚生（支）局長に届出を行っている他の保険医療機関又は関係学会

による認定を受けている衛生検査所にのみ委託すること。 

２ 届出に関する事項 

骨髄微小残存病変量測定の施設基準に係る届出は、別添２の様式 23 の２を用いること。 

第 18 の１の５ ＢＲＣＡ１／２遺伝子検査 

１ ＢＲＣＡ１／２遺伝子検査の腫瘍細胞を検体とするものに関する施設基準 

(１) 卵巣癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、化学

療法の経験を５年以上有する常勤医師又は産婦人科及び婦人科腫瘍の専門的な研修の経験を合わ

せて６年以上有する常勤医師が１名以上配置されていること。 

(２) 前立腺癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、 

化学療法の経験を５年以上有する常勤医師又は泌尿器科について専門の知識及び５年以上の経

験を有する常勤医師が１名以上配置されていること。 

(３) 遺伝カウンセリング加算の施設基準に係る届出を行っていること。ただし、遺伝カウンセリング加算の施設

基準に係る届出を行っている保険医療機関と連携体制をとっており、当該患者に対して遺伝カウンセリン

グを実施することが可能である場合はこの限りでない。 

２ ＢＲＣＡ１／２遺伝子検査の血液を検体とするものに関する施設基準 

(１) 卵巣癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、化

学療法の経験を５年以上有する常勤医師又は産婦人科及び婦人科腫瘍の専門的な研修の経験

を合わせて６年以上有する常勤医師が１名以上配置されていること。 

(２) 乳癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、化学 

療法の経験を５年以上有する常勤医師又は乳腺外科の専門的な研修の経験を５年以上有する

常勤医師が１名以上配置されていること。 

(３) 膵癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、化学 

療法の経験を５年以上有する常勤医師又は膵腫瘍について専門の知識及び５年以上の経験を有す 

る常勤医師が１名以上配置されていること。 

(４) 前立腺癌患者に対して、抗悪性腫瘍剤による治療法の選択を目的として検査を実施する場合には、 

化学療法の経験を５年以上有する常勤医師又は泌尿器科について専門の知識及び５年以上の 

経験を有する常勤医師が１名以上配置されていること。 

(５) 乳癌又は卵巣癌患者に対して、遺伝性乳癌卵巣癌症候群の診断を目的として検査を実施する場合 

には、(１)又は(２)のいずれかを満たすこと。 

(６) 遺伝カウンセリング加算の施設基準に係る届出を行っていること。ただし、遺伝カウンセリング加算の施設 
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基準に係る届出を行っている保険医療機関と連携体制をとっており、当該患者に対して遺伝カウンセリ

ングを実施することが可能である場合はこの限りでない。 

３ 届出に関する事項 

ＢＲＣＡ１／２遺伝子検査の施設基準に係る届出は、別添２の様式 23 の３を用いること。 

第 18 の１の６ がんゲノムプロファイリング検査 

１ がんゲノムプロファイリング検査に関する施設基準 

(１) がんゲノム医療中核拠点病院、がんゲノム医療拠点病院又はがんゲノム医療連携病院であること。 

(２) 次世代シーケンシングを用いた検査に係る適切な第三者認定を受けていること。ただし、当該検査 

を同様の第三者認定を受けた衛生検査所に委託する場合はこの限りでない。 

(３) 患者からの求めに応じて、当該患者のシークエンスデータ（ＦＡＳＴＱ又はＢＡＭ）、解析データ 

（ＶＣＦ又はＸＭＬ）等を患者に提供できる体制を整備すること。 

(４) がんゲノムプロファイルの解析により得られた遺伝子のシークエンスデータ（ＦＡＳＴＱ又はＢＡＭ）、

解析データ（ＶＣＦ又はＸＭＬ）及び臨床情報等については、患者の同意に基づき、医療機関又は

検査会社等からがんゲノム情報管理センター（Ｃ－ＣＡＴ）に全例を提出していること（当該患者の

同意が得られなかった場合、当該患者が予期せず死亡した場合その他やむを得ない場合を除く。）。 

なお、提出に当たっては、Ｃ－ＣＡＴ検査データ転送システム利用規約を遵守していること。 

(５) 臨床情報等の提出に当たっては、医療関連団体が定める「がんゲノム情報レポジトリー臨床情報収集 

項目一覧表」に則って提出していること。 

(６) 当該検査で得られた包括的なゲノムプロファイルの結果について、患者が予期せず死亡した場合その他 

やむを得ない場合を除き、エキスパートパネルでの検討を経た上で、全ての対象患者に提供し、治療方

針等について文書を用いて説明していること。 

(７) 次に掲げる事項を記載した管理簿等を作成し、当該検査を実施した全ての患者について管理簿等に 

より管理すること。 

ア 検査を実施した者の氏名及びＩＤ  

イ 検体を衛生検査所等に発送した年月日 

ウ 衛生検査所等からの解析結果の受取の有無及び受け取った年月日 

エ がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院でエキスパートパネルが開催された年月 

日 

オ エキスパートパネルから検査結果を受け取った年月日 

カ 検査結果を患者に説明した年月日 

キ 検査結果を説明した後、がんゲノム情報管理センター（Ｃ－ＣＡＴ）等からの情報に基づいた、 

臨床試験又は治験等の新たな治療方針の説明の有無及び説明した年月日ク Ｃ－ＣＡＴへの 

データ提出及びデータの二次利用に係る患者の同意の有無 

ケ Ｃ－ＣＡＴに対してシークエンスデータ、解析データ及び臨床情報等を提出した年月日 

(８) エキスパートパネルの開催に際しては、「がんゲノム医療中核拠点病院等の整備について」 

（令和元年７月 19 日一部改正健発 0719 第３号）及び「エキスパートパネルの実施要件につい

て」（令和４年３月３日健が発 0303 第１号）に基づき開催していること。 

２ 届出に関する事項 

(１) がんゲノムプロファイリング検査の施設基準に係る届出は、別添２の様式 23 の４を用いること。 

(２) 当該保険医療機関における当該検査の実施件数、Ｃ－ＣＡＴへのデータ提出件数、当該保険 
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医療機関で実施した検査に係るエキスパートパネルの実施件数及び当該検査の結果を患者に説 

明した件数について報告すること。 

第 18 の１の７ 角膜ジストロフィー遺伝子検査 

１ 角膜ジストロフィー遺伝子検査に関する施設基準 

(１) 当該検査を当該保険医療機関内で実施する場合においては、次に掲げる基準を全て満たしている 

こと。 

ア 眼科を標榜している病院であること。 

イ 眼科の経験を５年以上有する常勤の医師が１名以上配置されていること。 

ウ 常勤の臨床検査技師が配置されていること。 

エ 当該検査に用いる医療機器について、適切に保守管理がなされていること。 

オ 区分番号「Ｄ０２６」検体検査判断料の「注６」遺伝カウンセリング加算の施設基準に係る 

届出を行っている、又は当該基準の届出を行っている他の保険医療機関との間の連携体制が整備

されていること。 

(２) 当該検査を当該保険医療機関以外の施設に委託する場合においては、次に掲げる基準を全て満た

していること。 

ア 眼科を標榜している病院であること。 

イ 眼科の経験を５年以上有する常勤の医師が１名以上配置されていること。 

ウ 区分番号「Ｄ０２６」検体検査判断料の「注６」遺伝カウンセリング加算の施設基準に係る届

出を行っている、又は当該基準の届出を行っている他の保険医療機関との間の連携体制が整備

されていること。 

エ (１)を全て満たすものとして地方厚生（支）局長に届出を行っている他の保険医療機関又は 

関係学会の作成する遺伝学的検査の実施に関する指針を遵守し検査を実施していることが 

公表されている衛生検査所にのみ委託すること。 

２ 届出に関する事項 

角膜ジストロフィー遺伝子検査の施設基準に係る届出は、別添２の様式 23 の５を用いること。 

 

第 18 の１の８ 遺伝子相同組換え修復欠損検査 

１ 遺伝子相同組換え修復欠損検査に関する施設基準 

ＢＲＣＡ１／２遺伝子検査の施設基準に準ずる。 

２ 届出に関する事項 

ＢＲＣＡ１／２遺伝子検査の届出を行っていればよく、遺伝子相同組換え修復欠損検査として 

特に地厚生（支）局長に対して、届出を行う必要はないこと。 

第 18 の１の９ 染色体構造変異解析 

１ 染色体構造変異解析に関する施設基準 

遺伝カウンセリング加算の施設基準に準ずる。 

２ 届出に関する事項 

遺伝カウンセリング加算の届出を行っていればよく、染色体構造変異解析として特に地方厚生（支）

局長に対して、届出を行う必要はないこと。 

第 18 の１の 10 Ｙ染色体微小欠失検査 

１ Ｙ染色体微小欠失検査に関する施設基準 
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(１) 次のいずれかの施設基準の届出を行った保険医療機関であること。 

ア 区分番号「Ｂ００１」の「33」生殖補助医療管理料の生殖補助医療管理料１又は２のいず

れか  

イ 区分番号「Ｋ８３８－２」精巣内精子採取術 

(２) 区分番号「Ｄ０２６」検体検査判断料の「注６」遺伝カウンセリング加算の施設基準に係る 

届出を行っている、又は当該基準の届出を行っている他の保険医療機関との間の連携体制が

整備されていることが望ましい。 

２ 届出に関する事項 

１の(１)のいずれかの届出を行っていればよく、Ｙ染色体微小欠失検査として特に地方厚生（支） 

局長に対して、届出を行う必要はないこと。 

第 18 の１の 11 先天性代謝異常症検査 

１ 先天性代謝異常症検査に関する施設基準 

(１) 小児科を標榜している保険医療機関であること。 

(２) 児童福祉法（昭和 22 年法律第 164 号）第 19 条の３第１項に規定する指定医である常

勤医師が１名以上配置されていること。 

２ 届出に関する事項 

先天性代謝異常症検査の施設基準に係る届出は、別添２の様式 23 の６を用いること。 

 

   

※５、令和 4 年 8 月 1 日厚生労働省健康局長通知『がんゲノム医療中核病院等の整備について』 

がんゲノム医療中核拠点病院等の整備について 
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がんゲノム医療中核拠点病院等の整備に関する指針 

Ⅰ がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院の指定について厚生労働大臣は、がんゲノム医療を

必要とするがん患者が、全国どこにいても、がんゲノム医療を受けられる体制を構築するため、がんゲノム医療を牽引

する高度な機能を有する医療機関としてがんゲノム医療中核拠点病院を、がんゲノム医療を提供する機能を有す

る医療機関としてがんゲノム医療拠点病院を、それぞれ指定するものとする。がんゲノム医療中核拠点病院又はが

んゲノム医療拠点病院の指定を受けようとする医療機関は、厚生労働大臣に、所定の申請書及び添付書類を提

出するものとする。 

これらの病院の指定にあたっては、「がんゲノム医療中核拠点病院等の指定に関する検討会」（以下「指定検討

会」という。）の意見を踏まえ、申請のあった医療機関のうち、がんゲノム医療中核拠点病院を 10 カ所程度、がん

ゲノム医療拠点病院を 30 カ所程度指定することができる。なお、指定の検討においては、以下の内容を加味して

がんゲノム医療に関する総合的な体制が確保され、がんゲノム医療を実践していることを評価する。 

① がん遺伝子パネル検査及びエキスパートパネル（注１）の体制・実績 

② 遺伝カウンセリング等の体制・実績 

③ 臨床情報やゲノム情報の収集・管理・登録に関する体制・実績 

④ 手術検体等の生体試料の新鮮凍結保存に関する体制・実績 

⑤ 治験・先進医療・患者申出療養（以下、「治験等」という。）、その他臨床研究等の体制・実績 

⑥ 患者・家族への情報提供体制 

⑦ がんゲノム医療に関する人材育成や教育等の体制・実績 

⑧ がんゲノム医療における連携体制 
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⑨ 小児がん症例への対応 

⑩ 地域性への対応 

⑪ その他の特記事項（優れた点や特徴） 

 

１ 厚生労働大臣は、がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に聴聞などを行い、その指定要件

を欠くに至ったと認めるときは、指定検討会の意見を参考として、その指定を取り消すことができる。 

２ がんゲノム医療中核拠点病院は、以下の役割を担うことが求められる。 

（１）がんゲノム情報に基づく診療や臨床研究・治験等の実施、新薬等の研究開発、がんゲノム関連の人材育成

等の分野において、がんゲノム医療の質の向上や充実、均てん化等に貢献すること。 

（２）がん患者のがん遺伝子パネル検査における一連の流れ（①患者への検査に関する説明、②検体の準備、 

③シークエンスの実施（適切にシークエンスを行うことができる医療機関又は検査機関に委託しても差し支え 

ない）、④検査レポートの作成、⑤エキスパートパネルの開催、⑥患者への検査結果の説明、⑦検査結果に 

基づく治療をいう。以下同じ。）について、自施設で実施できる機能を有すること。また、⑤エキスパートパネル 

について、小児がん症例等については、必ずしも自施設において、エキスパートパネルでの議論が可能とは限ら 

ないため、必要に応じて、知見のある他のがんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に適切 

に依頼すること。 

（３）院内の見やすい場所に、がんゲノム医療中核拠点病院としての指定を受けている旨の掲示をする等、がん患 

者に対し、必要な情報提供を行うこと。 

（４）がんゲノム医療拠点病院及び４で定めるがんゲノム医療連携病院と協力しながら、がんゲノム医療が適切に 

提供されるよう努めること。 

３ がんゲノム医療拠点病院は、以下の役割を担うことが求められる。 

（１）がんゲノム情報に基づく診療や臨床研究・治験等の実施、新薬等の研究開発、がんゲノム医療に関連する 

人材育成等の分野において、がんゲノム医療中核拠点病院と協力し、がんゲノム医療の質の向上や充実、 

均てん化等に貢献すること。 

（２）がん患者のがん遺伝子パネル検査における一連の流れについて、２の（２）に定める要件を満たすこと。 

（３）院内の見やすい場所に、がんゲノム医療拠点病院としての指定を受けている旨の掲示をする等、がん患者に 

対し、必要な情報提供を行うこと。 

（４）がんゲノム医療中核拠点病院及び４で定めるがんゲノム医療連携病院と協力しながら、がんゲノム医療が 

適切に提供されるよう努めること。 

４ がんゲノム医療連携病院は、がんゲノム医療中核拠点病院またはがんゲノム医療拠点病院により指定される。 

がんゲノム医療連携病院は、以下の役割を担う事が求められる。 

（1） 原則 1 カ所のがんゲノム医療中核拠点病院又はがんゲノム医療拠点病院と連携して、がん遺伝子パネル 

検査の結果を踏まえた医療を行うこと。 

（２）がん患者のがん遺伝子パネル検査における一連の流れについて、連携するがんゲノム医療中核拠点病院また

がんゲノム医療拠点病院にエキスパートパネルを依頼し、実施できる機能を有すること。 

（３）院内の見やすい場所に、がんゲノム医療連携病院としての指定を受けている旨の掲示をする等、がん患者に 

対し、必要な情報提供を行うこと。 

 

５ 国立研究開発法人国立がん研究センターの「がんゲノム情報管理センター」（以下「がんゲノム情報管理センタ 

ー」という。）とがんゲノム医療中核拠点病院は協働でがんゲノム医療中核拠点病院等連絡会議（以下、「連 



    

  

205 

絡会議」という。）を設置し、がんゲノム医療の推進のために以下の（１）～（５）に掲げる事項を協議する 

こと。 

（１）がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院におけるがんゲノム医療に係る取組の進捗状況 

（２）がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院の運営に係る課題とその対応 

（３）がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院とがんゲノム情報管理センターの連携・協働に 

係る課題とその対応 

（４）がんゲノム医療の充実に係る課題とその対応 

（５）その他目的を達成するために必要な事項 

 

Ⅱ がんゲノム医療中核拠点病院の指定要件について 

がんゲノム医療中核拠点病院は、厚生労働大臣が指定するがん診療連携拠点病院等（都道府県がん診療連携

拠点病院、地域がん診療連携拠点病院、特定領域がん診療連携拠点病院、国立研究開発法人国立がん研究セ

ンター中央病院、国立研究開発法人国立がん研究センター東病院及び地域がん診療病院のこと。以下同じ。）又

は小児がん拠点病院であることが求められる。 

１ 診療体制 

（１）診療機能 

① がん遺伝子パネル検査について、以下の要件を満たすこと。 

ア 外部機関による技術能力についての施設認定（以下「第三者認定」という。）を受けた臨床検査室を 

有すること。 

イ 第三者認定を受けた病理検査室を有すること。診療における組織検体の取扱いについて、「ゲノム診療 

用病理組織検体取扱い規程」（平成 29 年９月 15 日日本病理学会策定。以下「ゲノム診療用 

病理組織検体取扱い規程」という。）に基づき実施されていること。また、院内の取扱いの具体的な手 

順等が明文化されており、当該手続きに従ってなされた処理等が、適切に記録されていること。 

ウ シークエンスの実施について、自施設内で行う場合は、明文化された手順に従ってシークエンスが実施さ 

れ、その結果が適切に記録されること。 

エ シークエンスの実施について、シークエンスを適切に行うことができる医療機関又は検査機関へ委託す 

場合は、個人情報の取扱い等について、適切に取り決めをした上で、依頼すること。 

オ エキスパートパネルが、月 1 回以上開催されること。 

2 遺伝カウンセリング等について、以下の要件を満たすこと。 

ア がん遺伝子パネル検査の結果として、生殖細胞系列に病的バリアントが同定された場合もしくは疑われ 

た場合等必要に応じて、臨床的有用性を考慮し、患者に結果開示の意思を確認した上で適切に遺 

伝カウンセリング等を実施すること。 

イ 遺伝カウンセリング等を行う部門が設置されており、当該部門が、関連する全ての診療科と連携可能な 

  体制が整備されていること。 

ウ がん遺伝子パネル検査の二次的所見として、生殖細胞系列に病的バリアントが同定された場合の対応 

  方針について、明文化された規定を作成し、確認検査も含めて適切に対応すること。またその運用状況 

について、院内で把握し必要に応じて改善を図ること。 

エ 遺伝カウンセリング（注２）及び遺伝性腫瘍カウンセリング（注３）の実施数について、別途定める 

「現況報告書」で報告すること。 

③ がんゲノム医療に関する情報の取扱いについて、以下の要件を満たすこと。 
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ア がんゲノム医療に関するデータ管理を行う部門が設置されていること。 

イ がんゲノム情報管理センターに、がんゲノム医療を受ける患者の臨床情報（連絡会議が定める「がんゲノ 

ム情報レポジトリー臨床情報項目一覧表」に定める項目をいう。以下同じ。）やゲノム情報（塩基配列 

の元データ（ＦＡＳＴＱ又はＢＡＭ）及び遺伝子変異リスト（ＶＣＦ又はＸＭＬ）をいう。以下同 

じ。）を、患者の同意の下で、適切に登録できる体制を整備し、定期的な更新に努めること。 

ウ 患者の臨床情報やゲノム情報について、セキュリティが担保された適切な方法で収集・管理することがで 

きる体制が整備されていること。 

エ がんゲノム情報管理センターへの臨床情報等の登録状況について、現況報告書で提出すること。また、 

連携するがんゲノム医療連携病院も含めた登録状況について把握の上、必要に応じて登録を支援する 

など継続的な改善に努めること。 

④ がんゲノム医療を統括する部門が設置されていること。 

⑤患者への情報提供について、以下の要件を満たすこと。 

ア 病院内のがん相談支援センターにおいて、がんゲノム医療に関する情報を院内外の患者及びその家族 

並びに、地域の住民及び医療機関等に提供できる体制が整備されていること。 

イ 患者及び研究対象者等からの意見、相談に応じられるよう、相談窓口を設置する等の体制が整備され 

ていること。 

ウ 自施設で行っている治験等の情報がホームページ等で分かりやすく広報されていること。 

⑥ がんゲノム医療中核拠点病院は、医療法（昭和 23 年法律第 205 号）の第４条の３に基づく臨床 

研究中核病院であることが望ましい。がんゲノム医療中核拠点病院が、臨床研究中核病院でない場合 

は、臨床研究中核病院における臨床研究の実施体制に準じて、医療法施行規則（昭和 23 年厚生 

省令第 50 号）第９条の 25 各号に掲げる体制が整備されていること。 

⑦ がん遺伝子パネル検査を実施する際は、当該検査の効果を最大化するために、当該検査の妥当性を確 

認した上で、臨床有用性について多面的な検討を行うエキスパートパネルを実施すること。なお、実施にあた 

っては、別途定めるエキスパートパネルの実施要件についての厚生労働省健康局がん・疾病対策課長通知 

に記載された要件を満たす体制が確保されていること。 

⑧ がんゲノム医療に係る技術の進歩等に伴い、新たに必要となる診療機能等については、速やかに体制を整 

備すること。 

（２）診療従事者 

① 病理診断を行う部門の人員について、以下の要件を満たすこと。 

ア がん遺伝子パネル検査に関連する病理学に関する専門的な知識及び技能を有する常勤（注４）の 

医師が複数名配置されていること。 

イ 病理検体の取扱いに関する専門的な知識及び技能を有する常勤の臨床検査技師が配置されている 

こと。 

② 臨床検査を行う部門の人員について、以下の要件を満たすこと。 

ア がん遺伝子パネル検査に関連する臨床検査医学に関する専門的な知識及び技能を有する常勤の 

医師が配置されていることが望ましい。 

イ がん遺伝子パネル検査における血液検体等の取り扱いに関する専門的な知識及び技能を有する常勤 

の臨床検査技師が配置されていることが望ましい。 

③ 遺伝カウンセリング等に関する人員について、以下の要件を満たすこと。 

ア 遺伝カウンセリング等を行う部門に、その長として、常勤の医師が配置されていること。 
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イ 遺伝カウンセリング等を行う部門に、遺伝医学に関する専門的な知識及び技能を有する医師が１名以 

上配置されていること。なお、当該医師が部門の長を兼ねることも可とする。 

ウ 遺伝カウンセリング等を行う部門に、遺伝医学に基づく遺伝カウンセリングに関する専門的な知識及び技 

能を有する者が１名以上配置されていること。 

エ 患者へのがん遺伝子パネル検査の補助説明や、二次的所見が見つかった際の、遺伝カウンセリング等を 

行う部門への紹介をする者が、院内に複数名配置されていること。 

④ がんゲノム医療に関するデータ管理を行う部門の人員について、以下の要件を満たすこと。 

ア がんゲノム医療に関するデータ管理を行う部門の責任者は、常勤の職員であること。 

イ がんゲノム医療に関するデータ管理を行う部門に、がんゲノム医療を受ける患者の臨床情報及びゲノム 

情報を収集・管理する実務担当者として、１名以上が配置されていること。なお、当該実務担当者は 

専従（注５）であることが望ましい。 

⑤ がんゲノム医療を統括する部門の責任者は、常勤の医師であること。 

 

２ 研究の実施体制 

研究の実施にあたっては、以下の要件を満たすこと。 

（１）「人を対象とする生命科学・医学系研究に関する倫理指針」（令和３年３月 23 日文部科学省・厚生労 

働省・経済産業省告示第１号）が適用される研究において、がん組織及び非がん組織等のペア検体を凍結 

保存する場合を含め、患者の同意の下で、臓器横断的に検体を適切に保管・管理する体制が整備されてい 

ること。 

（２）組織検体の取扱いについて、「ゲノム研究用病理組織検体取扱い規程」（平成 28 年３月 31 日日本 

病理学会策定）に基づき明文化されており、組織検体が適切に処理・保管・管理される体制が整備されてい 

ること。 

（３）手術検体等生体試料の新鮮凍結保存が可能な体制が整備されていること。 

 

３ 診療及び研究等の実績 

（１）がん遺伝子パネル検査について、以下の実績を有すること。 

連携するがんゲノム医療連携病院の症例も含めた、１年間のがん遺伝子パネル検査の実施について、特に優 

れた実績を有すること。 

（２）遺伝カウンセリング等について、以下の実績を有すること。 

① 遺伝性腫瘍に係る遺伝カウンセリング（血縁者に対するカウンセリングを含む。）を、１年間に少なくとも 

50 例程度に対して実施していること。 

② エキスパートパネルにおいて生殖細胞系列の病的バリアントが同定または推定された際の遺伝性腫瘍カウン 

セリングへの到達率について優れた実績を有すること。 

 

（３）治験等の実施について、以下の実績を有すること。 

① 自施設または連携するがんゲノム医療連携病院等でがん遺伝子パネル検査を実施した患者のうち、エキス 

パートパネルで推奨された治療法あるいは治験等に到達した数について、特に優れた実績を有すること。 

また、他院へ紹介した症例も含めて、治療への到達状況や転帰について把握していること。 

② 新規の治験等を、申請時点よりさかのぼって、過去３年の間に、主導的に複数件実施した実績がある 

こと。 
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４ 連携体制・人材育成 

がんゲノム医療拠点病院及びがんゲノム医療連携病院等との連携・人材育成について、以下の要件を満たすこと。 

（１）がんゲノム医療拠点病院と連携し、地域におけるがんゲノム医療提供体制を充実させるための各種調整、人 

材育成などに取り組むこと。また、連携するがんゲノム医療連携病院及び地域を代表して連絡会議に出席すること。 

（２）エキスパートパネルでは、がんゲノム医療連携病院から依頼されたがん遺伝子パネル検査の結果についても 

検討することとし、検討した内容等については、当該がんゲノム医療連携病院に、適切に情報提供すること。 

（３）エキスパートパネルの依頼元であるがんゲノム医療連携病院と協力して、臨床情報やゲノム情報を収集するこ 

と。収集した情報については、がんゲノム情報管理センターへ登録すること。 

（４）がんに関連する臨床研究・治験等に関して、がん診療連携拠点病院等や小児がん拠点病院等に対し、適切 

に情報提供すること。 

（５）自らが連携するがんゲノム医療拠点病院及びがんゲノム医療連携病院と、がんゲノム医療に係る合同の会議 

を定期的に開催し、日頃から情報共有・連携体制の構築に努めること。 

（６）自施設並びに自らが連携するがんゲノム医療拠点病院及びがんゲノム医療連携病院に所属するがんゲノム医 

療に携わる医療従事者に対して、必要な研修を行うこと。また、業務に関係する講習会等の受講を促すこと。 

なお、研修や講習会は、オンラインでの開催や、複数のがんゲノム医療中核拠点病院による共催も可とする。 

がんゲノム医療に携わる者は、厚生労働省委託事業がんのゲノム医療従事者研修事業による「がんゲノム医 

療コーディネーター研修会」等を受講していることが望ましい。 

 

Ⅲ がんゲノム医療拠点病院の指定要件について 

がんゲノム医療拠点病院は、厚生労働大臣が指定するがん診療連携拠点病院等又は小児がん拠点病院であること

が求められる。 

１ 診療体制 

（１）診療機能 

① がん遺伝子パネル検査について、Ⅱの１の（１）の①の要件を満たすこと。 

② 遺伝カウンセリング等について、Ⅱの１の（１）の②の要件を満たすこと。 

③ がんゲノム医療に関する情報の取扱いについて、Ⅱの１の（１）の③の要件を満たすこと。 

④ がんゲノム医療を統括する部門が設置されていること。 

⑤ 患者への情報提供について、Ⅱの１の（１）の⑤の要件を満たすこと。 

⑥ エキスパートパネルの実施にあたっては、Ⅱの１の（１）の⑦の要件を満たすこと。 

⑦ 医療安全について、以下の要件を満たすこと。 

ア 医療に関わる安全管理を行う部門（以下「医療安全管理部門」という。) が設置されていること。 

イ 医療に関わる安全管理のための指針を整備すること、必要な会議を開催すること、職員研修を行うこと、 

適切に事故報告を行うことが可能であること等の医療安全に関する体制が整備されていること。 

（２）診療従事者 

① 病理診断を行う部門の人員について、Ⅱの１の（２）の①の要件を満たすこと。 

② 臨床検査を行う部門の人員について、Ⅱの１の（２）の②の要件を満たすこと。 

③ 遺伝カウンセリング等に関する人員について、Ⅱの１の（２）の③の要件を満たすこと。 

④ がんゲノム医療に関するデータ管理を行う部門の人員について、Ⅱの１の（２）の④の要件を満たすこと。 

⑤ 医療安全管理部門の人員について、以下の要件を満たすこと。 



    

  

209 

ア 医療安全管理責任者が配置されていること。 

イ 医療安全管理部門には、専任（注５）の医師、薬剤師及び看護師が配置されていること。 

⑥ がんゲノム医療を統括する部門の責任者は、常勤の医師であること。 

 

２ 研究の実施体制 

研究の実施にあたっては、以下の要件を満たすこと。 

（１）Ⅱの２の（１）の要件を満たすこと。 

（２）Ⅱの２の（２）の要件を満たすこと。 

（３）手術検体等生体試料の新鮮凍結保存が可能な体制が整備されていることが望ましい。 

 

３ 診療及び研究等の実績 

（１）がん遺伝子パネル検査について、以下の実績を有すること。 

連携するがんゲノム医療連携病院の症例も含めた、1 年間のがん遺伝子パネル検査の実施について、 

優れた実績を有すること。 

（２）遺伝カウンセリング等について、以下の実績を有すること。 

① 遺伝性腫瘍に係る遺伝カウンセリング（血縁者に対するカウンセリングを含む。）を１年間に、少な 

くとも 20 例程度に対して実施していること。 

② エキスパートパネルにおいて生殖細胞系列の病的バリアントが同定または推定された際の遺伝性腫 

瘍カウンセリングへの到達率について優れた実績を有すること。 

（３）治験等の実施について、以下の実績を有すること。 

自施設または連携するがんゲノム医療連携病院等でがん遺伝子パネル検査を実施した患者のうち、 

エキスパートパネルで推奨された治療法へ到達した数について、優れた実績を有すること。また、他院へ 

紹介した症例も含めて、治療への到達状況や転帰について把握していること。 

※なお、小児分野において特に優れた実績を有する場合はそれを考慮する場合がある。 

 

４ 連携体制・人材育成 

がんゲノム医療中核拠点病院及びがんゲノム医療連携病院との連携・人材育成について、以下の要件を満たすこと。 

（１）がんゲノム医療中核拠点病院と連携し、地域におけるがんゲノム医療提供体制を充実するための各種 

調整、人材育成などに取り組むこと。なお、連携するがんゲノム医療中核拠点病院を明確化すること。 

（２）エキスパートパネルでは、がんゲノム医療連携病院から依頼されたがん遺伝子パネル検査の結果について 

も検討することとし、検討した内容等については、当該がんゲノム医療連携病院に、適切に情報提供する 

こと。 

（３）エキスパートパネルの依頼元であるがんゲノム医療連携病院と協力して、臨床情報やゲノム情報を収集 

すること。収集した情報については、がんゲノム情報管理センターへ登録すること。 

（４）自らが連携するがんゲノム医療中核拠点病院が開催するがんゲノム医療に係る合同の会議に参加し、 

日頃から、情報共有・連携体制の構築に努めること。 

（５）がんゲノム医療に携わる医療従事者に対して、自らが連携するがんゲノム医療中核拠点病院が開催する 

がんゲノム医療に係る研修等の受講を促すこと。また、業務に関係する講習会等の受講を促すこと。 

がんゲノム医療に携わる者は、厚生労働省委託事業がんのゲノム医療従事者研修事業による「がんゲノ 

ム医療コーディネーター研修会」等を受講していることが望ましい。 
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（６）治験等の実施について、がんゲノム医療中核拠点病院と協力すること。 

 

Ⅳ がんゲノム医療連携病院について 

がんゲノム医療連携病院は、厚生労働大臣が指定するがん診療連携拠点病院等もしくは小児がん拠点病院、

又は小児がん連携病院の類型１－Ａであることが求められる。 

１ 診療体制 

（１）診療機能 

① がん遺伝子パネル検査について、以下を踏まえた体制がとられていること。 

ア 第三者認定を受けた臨床検査室を有することが望ましい。 

イ 第三者認定を受けた病理検査室を有することが望ましい。組織検体の取扱いについて、ゲノム診療用 

病理組織検体取扱い規程に基づき実施されていること。また、院内の取扱いの具体的な手順等が明 

文化されており、当該手続きに従ってなされた処理等が、適切に記録されること。 

ウ 準備した検体について、連携するがんゲノム医療中核拠点病院等に適切に送付できる体制が整備さ 

れていること。 

② 遺伝カウンセリング等について、Ⅱの１の（１）の②の要件を満たすこと。 

③ がんゲノム医療に関する情報の取扱いについて、以下の要件を満たすこと。 

ア がんゲノム医療を受ける患者のエキスパートパネルに必要な情報を、エキスパートパネルを依頼したがん 

ゲノム医療中核拠点病院又はがんゲノム医療拠点病院に提供する体制が整備されていること。 

イ 患者の臨床情報やゲノム情報について、セキュリティが担保された適切な方法で収集・管理することがで 

きる体制が整備されていること。 

④ 患者への情報提供について、Ⅱの１の（１）の⑤の要件を満たすこと。 

⑤ 医療安全について、Ⅲの１の（１）の⑦の要件を満たすこと。 

（２）診療従事者 

① 病理診断を行う部門の人員について、以下の要件を満たすこと。 

ア 病理学に関する専門的な知識及び技能を有する常勤の医師が配置されていること。 

イ 病理検体の取扱いに関する専門的な知識及び技能を有する常勤の臨床検査技師が配置されている 

こと。 

② 遺伝カウンセリング等の人員について、以下の要件を満たすこと。 

ア 遺伝カウンセリング等を行う部門に、その長として、常勤の医師が配置されていること。 

イ 遺伝カウンセリング等を行う部門に、遺伝医学に関する専門的な知識及び技能を有する医師が配置さ 

れていること。なお、当該医師が部門の長を兼ねることも可とする。 

ウ 遺伝カウンセリング等を行う部門に、遺伝医学に基づく遺伝カウンセリングに関する専門的な知識及び 

技能を有する者が配置されていること。 

エ 患者へのがん遺伝子パネル検査の補助説明や、二次的所見が見つかった際の、遺伝カウンセリング等 

を行う部門への照会をする者が、院内に配置されていること。 

③ がんゲノム医療に関する情報の取扱いに関して、がんゲノム医療に係わるデータ管理を行う責任者が定め 

られていること。 

④ 医療安全管理部門の人員について、Ⅲの１の（２）の⑤の要件を満たすこと。 

 

２ 診療及び研究等の実績 
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（１）がん遺伝子パネル検査について、以下の実績を有すること。 

１年間にがん遺伝子パネル検査を少なくとも 10 例程度実施していること。 

ただし、10 例に満たない場合は質の保たれたがんゲノム医療を継続的に提供するための対応（症例を経験 

するための人材交流等）を連携するがんゲノム医療中核拠点病院またはがんゲノム医療拠点病院と共に構 

築していること。 

（２）遺伝カウンセリング等について、以下の実績を有すること。 

① 遺伝カウンセリング（血縁者に対するカウンセリングを含む。）を、１年間に 20 例以上に対して実施し 

ていること。また遺伝性腫瘍に係る遺伝カウンセリング（血縁者に対するカウンセリングを含む。）を１年 

間に５例以上に対して実施していること。その他、遺伝カウンセリング加算に関する施設基準を満たすこと。 

（３）治験等の実施について、以下の実績を有すること。 

自施設でがん遺伝子パネル検査を実施した患者について、他院へ紹介した症例も含めて、エキスパートパネル 

で推奨された治療への到達状況や転帰を把握していること。 

 

３ 連携体制・人材育成 

がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院との連携・人材育成について、以下の要件を満たす 

こと。 

（１）自らが連携するがんゲノム医療中核拠点病院が開催するがんゲノム医療に係る合同の会議に参加し、日頃か 

ら、情報共有・連携体制の構築に努めること。 

なお、がんゲノム医療連携病院は、エキスパートパネルにおいて、がんゲノム医療拠点病院と連携する場合は、 

原則として、当該がんゲノム医療拠点病院が連携するがんゲノム医療中核拠点病院の開催する会議に参加 

すること。 

（２）がんゲノム医療に従事する医療者に対して、自らが連携するがんゲノム医療中核拠点病院が開催するがんゲノ 

ム医療に係る研修等の受講を促すこと。なお、がんゲノム医療連携病院は、エキスパートパネルにおいて、がん 

ゲノム医療拠点病院と連携する場合は、原則として、当該がんゲノム医療拠点病院が連携するがんゲノム医 

療中核拠点病院の開催する研修に参加すること。また、業務に関係する講習会等の受講を促すこと。 

（３）エキスパートパネルを依頼したがんゲノム医療中核拠点病院及びがんゲノム医療拠点病院と協力して、臨床 

情報やゲノム情報を収集すること。収集した情報については、がんゲノム情報管理センターへ登録すること。 

（４）エキスパートパネルについては、連携するがんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に依頼 

すること。なお、小児がん症例等については、自らが連携するがんゲノム医療中核拠点病院又はがんゲノム医 

療拠点病院において、必ずしもエキスパートパネルでの議論が可能とは限らないため、必要に応じて知見のある 

他のがんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に適切に依頼すること。 

（５）がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に紹介した患者についてのエキスパートパネルが 

開催される際には、がんゲノム医療連携病院の主治医又は当該主治医に代わる医師が参加し、示された内 

容について、患者に説明できる体制が整備されていること。 

 

（６）治験等の実施について、がんゲノム医療中核拠点病院等と協力し、がん遺伝子パネル検査の結果をもとに、 

エキスパートパネルで推奨された治療の実施につなげられる体制を確保すること。 

 

Ⅴ その他 

１ 既にがんゲノム医療中核拠点病院、がんゲノム医療拠点病院、がんゲノム医療連携病院の指定を受けている 
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医療機関の取扱いについて 

 

（１）がんゲノム医療中核拠点病院もしくはがんゲノム医療拠点病院 

「がんゲノム医療中核拠点病院等の整備について」（平成 29 年 12 月 25 日付け健発 1225 第３ 

号厚生労働省健康局長通知）の別添「がんゲノム医療中核拠点病院等の整備に関する指針」（以下「旧 

指針」という。）に基づき、がんゲノム医療中核拠点病院の指定を受けている医療機関にあっては、令和４年 

４月１日時点で旧指針に基づき定められていた指定の有効期間に限り、本指針で定めるがんゲノム医療中 

核拠点病院として指定を受けているものとみなす。 

同様に、旧指針に基づき、がんゲノム医療拠点病院の指定を受けている医療機関にあっては、令和４年４月 

１日時点で旧指針に基づき定められていた指定の有効期間に限り、本指針で定めるがんゲノム医療拠点病 

院として指定を受けているものとみなす。 

（２）がんゲノム医療連携病院 

旧指針に基づき、がんゲノム医療連携病院の指定を受けている医療機関にあっては、令和５年３月 31 日 

までの間に限り、本指針で定めるがんゲノム医療連携病院として指定を受けているものとみなす。 

２ 指定の申請手続き等について 

（１）がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院の指定を受けようとする医療機関は、別途定める 

期限までに、所定の申請書及び添付書類を厚生労働大臣に提出すること。 

（２）がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院の指定を受けた医療機関は、本指針のⅣに掲げ 

る事項を満たしていることを確認の上、自らが連携するがんゲノム医療連携病院として指定した医療機関を所 

定の添付書類に記載し、指定された期限までに、厚生労働大臣に提出すること。 

（３）がんゲノム医療中核拠点病院及びがんゲノム医療拠点病院は、自らが連携するがんゲノム医療連携病院が、 

要件を欠くに至ったと認めるときは、その指定を取り消すこと。なお、指定を取り消す場合は、別途定める期限ま 

でに厚生労働大臣に報告すること。 

（４）がんゲノム医療中核拠点病院又はがんゲノム医療拠点病院の指定を受けた医療機関は、毎年 10 月末ま 

でに、自施設及び自らが連携するがんゲノム医療連携病院について、別途定める「現況報告書」を厚生労働 

大臣に提出すること。 

（５）がんゲノム医療連携病院は、自らが連携するがんゲノム医療中核拠点病院又はがんゲノム医療拠点病院に、 

診療実績等について、別途定める「現況報告書」を提出すること。 

（６）本通知に係るがんゲノム医療中核拠点病院及びがんゲノム医療拠点病院の指定は、４年間とする。 

 

３ 指針の見直し 

健康局長は、必要があると認める場合には、本指針を見直すものとする。 

４ 施行期日 

本指針は、令和４年８月１日から施行するものとする。 


