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AEY R B GMP SRESB S EO/ERFIEORE

XU®BIZ

BROMEY ZAV7FHaIa=r—2a /BT 57 00— FEMBRICHW T, EIRELREE
FIZBET 2 1E®R (GNP FAEAER) OBIRICEL T, RAFREHRBIRIHT2HE0a 2 M 3H
-7,

Mo CH ALMEBEN TOELEE OMFEAE, ARHENHUSH Y ETHINL TV DL HEEITHEM O
AR L ORRITIRIET 2 OB E 1T o 72,

WERLR =)

FHAIZKE FDA (FDA AEB & 20 23F1dh 5 District Office 23R 5 LT 5), BRIN (EMA &4
EOYRARH D), £ L THEDMHRA DY A M & F = v 7 L7zid, MHRA DY A NI 7o
LMol THEEREFICHAT 2 FIEO AR EZIT o7,

KIE FDA CTITHEEMERICOWCREMZR FIEDR H Y . OMP AZENE T LI RIE TR A% - il
AR U TIEEGE SN e EORD BTy 25 2RISR > T D, ZOEFHZHONT
WA OREHEE (VY —R) OFIERSH Y, FDA AEOMLEENITH L H 272> TWNDHDT,
FDA & L CHUEEFICET 2FHO—EMLRFECE o b0 L Bbhsd, LarL, ZRLSMT, #
HEOEMRFIENFEMIHE SN TEY, NEOEANEZZDVRITILEICR-oTWnEHEEXBN
Do

PRINIZIE EMA R O E D Y4 Jiy DA ZRIZ BT 5 FllE%A BiE L 7= Compilation of Union procedures
on inspections and exchange of information &9 DN H VY | FIZ4 GMP FHEY R OEER 21T 5
Joint Audit Programme (JAP) L \W\W9 DORH 5, ZiLHOHFIIELERE ORI T 2 FIEILA
DOMBIRNS TN, FRIZ JAP TN DY RO LNV E2F = 735891k, BEO—F
M RGET D2 DF 2 OFNEN - 72,

MHRA TIIALR 2 2 7o RGP MR 2 MR 9 2 FIRITH > 7223, MHRA N TR S MG E
OAEGRIZET 2 FNELY = 7 A & R#H TR0 b7 oTo, HEDOARHIZOWTERY
9 GMDP Compliance Management Team M U’ Inspection Action Group &VWN9 DR3P B HENFrEk S
TWDED, ZONEIZOWTERHENBEND T, BICHET H2HEND D,

REMR (FEAD)

FDA :
BEWEEZDIEKRFNED Investigations Operations Manual (IOM) (ZEEMICEEE SN T\ E
T AR — =T D DD RESOURCES AND PROGRAMS & W95 oD A L dH D Inspections and
Compliance #7 U v 27 L THTLK 2 X—TY D F®DHIZ NAVIGATE THE INSPECTION,
COMPLIANCE, ENFORCEMENT AND CRIMINAL INVESTIGATION SECTION LW HMMRH Y. FDH
DL L ® Inspection References 7 U v 7§ % & Manuals & \\9) RIHL2HY . TNz Y
v 79 % L Investigations Operations Manual (IOM) &WD OB H 5, ZIUZEIKLIZIES T,
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FDA 2NVETES 2 & TOREMOILET OELRICHEHT L LD TT, ZO~v=27 /LD Chapter 5 73 H
EEZICET 5~ =27 /LT, 5.7 HAEZMEEOERICHAT H5~v=271LTY, ZO~v=
2 7 VORFRITBERIER L THY £9, ZO~==27 /4D 5.7.6 HIREED KRBT 5 FIE
T, AETOBIEFEHEZM L, AEERONEAREL, BT 220794702370 r 7
I AR BT TS > TREIZOWTIRE T 2RKBMORE BELEENER L, Y

(supervisory investigator) KT A &> TWWET,

ZO~¥=a7/V@5.7.3. 3D 5 IZEBHRE (EIR) DU U —AIZBF 2 FIHD FMD-145 &£ 9
ORI TVET, ZHTERREEZIHRAECESESHRERT 008D . 5%
TG LV BRI INEAFTLEARHL EERNOERN b STz, BARREELT K
HAR LT BETERLZT /G a t—2 kT 5 WO FIRE o FHITHEN, 203k
FOZBOV Y —=AFIATY, ZOLEORRGHEER L THY £, TOLTIZY U —2ADHE
EIZOWTUFORERH Y £,

ENEZRO EIR 13, WERILO T 7 ZA3EPEAANATONTZ 72 5 I1F5% 4 $ 5 ORA @ Program
Division IZX W E=F =&, VU —R&END, SMEELRD EIR (THRARLE RO 7 7 253
HOEE%2HT 5 Center BV V& Program Division ik VW U U —2&nb, VU —R&E{TH547
{4 AE, BEeZITBGETICH L Tat—2 ) U —ZXF5DITHEL->T, &7 LIEZO EIR
DMEBABE RO 21 C.F.R. Part 20 (29> CHEENICEBE L SN THDEEMHERT D,

INOLOFINRZE LD & ERREFIIHERIE < KENIL 20 H 2 District 0ffice 235H,
S ERELZLT Division of Field Investigations (DFI), Office of Regional Operations within
the Office of Regulatory Affairs. Within DFI, the day—to—day operations regarding
international inspections, global harmonization and related international activities
are performed by the International Operations Branch (IOB). 23 District Office OEELE
DHFNOHEEROGEKE ZEEL TRE, RO TENELTLBIZEOTNLEE LT, BE
INT-EBEENE > NER L. ZOEEOEFE (supervisory investigator) MK T 5 &
WO HETTY,

fH. L. LLF® Compliance Program Manual % 5.2 &, fEEEGEED U X7 BN H DRI ORHI H
AHEA1% 0ffice of Regulatory Affairs (ORA) & Office of Manufacturing Quality (OMQ) 23
TWEAHE T SEDANCHITHFMEZ LT 2 B ICEEZ LT DI O W TR Z T D BRIC 25 T
WET,

320 Inspection References ®H1|Z Drug Compliance Programs & \WIHIENRHY . Tz /
Vo 293 XEDY R RNRHDLDOTED 7356. 002 @ Drug Manufacturing Inspections &\ 9
XEZA &, Part 111 O 5 HIZHLE T — L O, 6 HICHMEIZET25EERH Y 77,

b. Inspection Teams
An inspection team (see IOM chapter 5, section 5. 1.2.5-Team Inspections) is composed
of experts from across ORA, and in certain cases CDER, when specific expertise and
experience are needed. Contact ORA’ s Office of Pharmaceutical Quality Operations
if technical assistance is needed (see also FMD 142). ORA leads the inspection with

CDER participation, when requested by ORA. Participation of an analyst (chemist or
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microbiologist) on an inspection team is also encouraged, especially where
laboratory issues are extensive or complex. Contact your drug servicing laboratory
or ORA/ORS. Each inspection team member is responsible for preparing for, executing,
and documenting the inspection, including contributing to the EIR, which documents

the items covered during the inspection, within established timeframes.

6. Reporting

If ORA observes critical conditions (e.g., conditions that may result in an imminent
health hazard), as appropriate and if feasible, they may be discussed between ORA
and OMQ before the inspection closes. The ORA Director of the Investigations Branch
or designee, the investigator(s), and OMQ collaboratively decide whether to continue
the inspection to gather additional information or to close the inspection to
initiate prompt regulatory action.

The investigator will use IOM subchapter 5.11-Reporting for guidance in reporting
of inspectional findings. Identify systems covered in the summary of findings.
Identify and explain in the body of the report the rationale for inspecting the
profile classes covered. Report and discuss in full any adverse findings by systems
under separate captions. Add additional information as needed or desired, for
example, a description of any significant changes that have occurred since previous
inspections. Each report should include a description of operations, products, and
controls covered during the inspection in sufficient detail to enable appropriate
regulatory decision—making following the inspection and to inform future inspections.
FDA’ s pharmaceutical CGMP inspection program and resulting inspection reports are
of interest to counterpart inspectorates and regulators worldwide who use and rely
on FDA inspections and inspection reports, as does FDA of their inspections and
reports. Reports with specific, specialized information required should be prepared

as instructed within the individual assignment/attachment.

BERREFEOEKGIT OV TIIELREREE O supervisory investigator 23KGRZAT 9 FRIT/R
S>TEY ., KENORIEFROEA X District 0ffice 3FEfEd 5 DT District WD ZENE Y 15
HIRRETT, BEREHED Y 27 OF V155 EELR R MHOWEIL ORA & OMQ B H#EE1TH Vo F
b BEESZ T RETICE SR EE L EMT D7D O AR E A ORA @ Program Division 23
179 72> TWTC, Bigo7= District 0ffice DEOWEZEONED L LDEEFLIETE HF
JIED X 5 T9,

L72rL, FDA OGEELREFEOERTFIEL, SO L E2EZD THRVMNHEINTE
0. BEEICLLAIEAEN DR 2D L BbhvET,
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EMA:

R—=2_R—=2D FIZ% % Human Regulatory, Marketing Authorization DINEIZZ U v 735 &
UFDBHTL 5
In this section
General requirements for all applications

e Assessment templates and guidance

e C(linical data publication

Compliance: marketing authorisation

e Data on medicines (ISO IDMP standards): marketing authorisation

Fees payable to the European Medicines Agency

Marketing authorisation guidance documents

e Obtaining an EU marketing authorisation, step—by—step

Pharmacovigilance: marketing authorisation

Pre—authorisation guidance

Product—information requirements

e Submission dates

e The evaluation of medicines, step—by-step

Z® 3ZF B De Compliance : marketing authorisation #7 U v 735 &

In this section

e Pharmacovigilance inspections for veterinary medicines

e Veterinary pharmacovigilance inspections: Q&As

In other sections

e Coordination of pharmacovigilance inspections

e Sampling and testing

Good laboratory practice compliance

e Good manufacturing practice

Compliance: research and development

LWV DONRHTL b, HHES 2FHD Good manufacturing practice 27 J v 7 +25 LT
ORHBLNHETL B,

Also on this topic
e FEudraGMDP database

e (Guidance on good manufacturing practice and good distribution practice: Questions

and answers

e GMP/GDP Inspectors Working Group
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https://www.ema.europa.eu/en/assessment-templates-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/data-medicines-iso-idmp-standards-marketing-authorisation
https://www.ema.europa.eu/en/about-us/fees-payable-european-medicines-agency
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/marketing-authorisation-guidance-documents
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/obtaining-eu-marketing-authorisation-step-step
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pharmacovigilance-marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/submission-dates
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/evaluation-medicines-step-step
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation/pharmacovigilance-inspections-veterinary-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation/veterinary-pharmacovigilance-inspections-qas
https://www.ema.europa.eu/en/coordination-pharmacovigilance-inspections-0
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation/sampling-testing
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-laboratory-practice-compliance
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-and-development-veterinary-medicines/compliance-research-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice/eudragmdp-database
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/good-manufacturing-practice-gmp-distribution-practice-practice-gdp-inspectors-working-group

e Compilation of Union procedures on inspections and exchange of information

e Mutual recognition agreements (MRA)

e International collaboration on GMP inspections

e Joint Audit Programme

Z® 3%FHD GMP/GDP Inspectors Working Group Z BHVNT &AL (2 BEH 9~ 2 TIAS 1T
<, BRBEREBIHE, A RIA L OYUFTOa L7 b= "—F Lk, 4 BHO
Compilation of Union procedures on inspections and exchange of information 23ZEZZRHE D
FIEE T, U TFTOXEPREZTENTND,

FIZ—FBTFTORH LD Joint Audit Programme &\ 9 O &H VY . EU N TOELED L~LDIEHE
fbotbD7v 77 5TT,

Procedures

Quality systems framework for Good Manufacturing Practice (GMP) inspectorates

ZOXEITIERREFTOKEO B2 FIRIT RS20 FHEA,

English (EN) (217.64 KB - PDF)

First published: 01/08/2024

View

Management and classification of reports of suspected quality defects in medicinal

products and risk-based decision—making

2.2 THITHRUESES | d AJEH DR H G O ME R IR 2 |1 HEBIZ OV TRER

4 TG DN BEREHROE D OO FIEATH SN TN D,

AL TOHERR GMP BT £ D dbhEEH OBV OV TR EMRRY 2Rl L,

English (EN) (195.06 KB — PDF)

First published: 01/08/2024

View

Management of rapid alerts arising from quality defects risk assessment

BUEZEFR . MAEE O ORI HOM, G, 0L FBIZRT 5EKIZOVNTHH-> TN D,

A SR OO, RAEFFI DY R T N—= 2O PNOREIET U A F A Far#l

English (EN) (398.47 KB — PDF)

First published: 01/08/2024Last updated: 28/08/2024
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Conduct of inspections of pharmaceutical manufacturers or importers
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Outline of a procedure for co—ordinating the verification of the GMP status of

manufacturers in third countries
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Guideline on training and qualifications of good manufacturing practice (GMP)

inspectors
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Guidance on the occasions when it is appropriate for competent authorities to conduct
inspections at the premises of manufacturers, importers and distributors of active
substances and manufacturers or importers of excipients used as starting materials
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The issue and update of good manufacturing practice (GMP) certificates
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A model for risk based planning for inspections of pharmaceutical manufacturers
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Guideline on training and qualification of inspectors performing inspections of
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Procedure for compliance management
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Interpretation documents and templates
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Good manufacturing practice (GMP) inspection report — Union format
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English (EN) (87.78 KB — DOCX)

First published: 01/08/2024Last updated: 28/08/2024

View
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Statement of non—compliance with good manufacturing practice (GMP)
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https://www.ema.europa.eu/en/documents/template-form/statement-non-compliance-good-manufacturing-practice-gmp_en.pdf
https://www.ema.europa.eu/en/documents/template-form/notification-serious-good-manufacturing-practice-gmp-non-compliance-information-originating-third-country-authorities-or-international-organisations_en.pdf
https://www.ema.europa.eu/en/documents/template-form/union-format-good-distribution-practice-gdp-certificate_en.pdf
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https://www.ema.europa.eu/en/documents/template-form/union-format-wholesale-distribution-authorisation_en.pdf
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View

Union format for registration of manufacturer, importer or distributor of active
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History of changes to the compilation of procedures

English (EN) (202.01 KB — PDF)
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Joint Audit Programme
EU X O'EEA BN OEZUYFEOHEEE w7 F A,

The Joint Audit Programme (JAP) forms an essential part of the quality system adopted
by good manufacturing practice (GMP) inspectorates in the European Economic Area (EEA),
aiming to ensure consistency of GMP standards and a harmonised approach throughout
Europe.

JAP (3 EU K& OF EEA AN DALY F OB > AT LD FEEETH Y | FEHNO GMP FEHED FHEL &
—F A RSN AT RIET D52 L2 ARE LTWD,

A quality systems framework for GMP Inspectorates is part of the Compilation of
Community Procedures on inspections and exchange of information and referred to in

Article 3.1 of Directive 2003/94/EC.

The quality system requirements make reference to audits. The JAP was established as

part of the work of the GMP/GDP Inspectors Working Group.

Joint audits are expected to lead to an improvement of the assessed authorities and
enable national auditors to transfer experiences gained during the audits to their
national inspectorates. These joint visits establish and maintain mutual confidence
among European inspectors. Possible exposure of weaknesses and deficiencies allows the
authorities to improve their quality system.

The JAP also contributes to the training of inspectors. The development of a training
programme for auditors has made good progress and training of auditors takes place as
required.

The EEA JAP and the Pharmaceutical Inspection Cooperation Scheme (PIC/S) have agreed to

use the evaluation guides developed by Health Canada as the basic auditing tool. This

guide has been adapted to FEuropean Union legislation, EEA, PIC/S and mutual recognition

agreement (MRA) audit programmes now use the same evaluation guide and this has paved
the way for mutual acceptance of audit results.
EEA, PIC/S and MRA partners agreed on sharing the:

e auditing schedule of their relevant programmes to ensure best use of resources;
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https://www.ema.europa.eu/en/documents/template-form/request-form-exchange-information-marketing-authorisation-holders-or-manufacturing-authorisation-holders-between-competent-authorities-eea_en.pdf
https://www.ema.europa.eu/en/documents/template-form/union-format-registration-manufacturer-importer-or-distributor-active-substance_en.pdf
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https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements

e outcome from visits.
A subgroup of the GMP/GDP Inspectors Working Group, the Compliance Group, is
responsible for:

e overseeing the audit programme;

e planning the audits;

e reviewing the outcome;

e coordinating follow up of any corrective and preventive actions.
The group carries out its activities in liaison with the concerned audit team.
It reports to the GMP/GDP Inspectors Working Group and prepares the annual report to
the Heads of Medicines Agencies (HMA).

For more information, see:

e Compliance Group mandate: Joint Audit Programme for EEA GMP Inspectorates

The audit programme, its procedures and templates below form the complete set of
documents used in the JAP.

For queries, use our webform.

Evaluation guide for good-manufacturing—practice regulatory compliance programme: Audit
checklist
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Reference Number:EMA/INS/GMP/119415/2023

English (EN) (436.04 KB — PDF)

First published: 21/12/2006Last updated: 14/03/2023

View

Annex to the evaluation guide for good—manufacturing—practice regulatory compliance
programme: Audit checklist

Reference Number:EMA/INS/GMP/119414/2023

English (EN) (251.02 KB — PDF)

First published: 14/03/2023
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Joint audit programme for EEA GMP inspectorates: Programme
JAP DFNE, BEEA ek DA, B2 FIHL T ROFIICSH 5,
Reference Number:EMA/618050/2015 Rev. 2
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https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/heads-medicines-agencies
https://www.ema.europa.eu/en/documents/other/compliance-group-mandate-joint-audit-programme-eea-gmp-inspectorates_en.pdf
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https://www.ema.europa.eu/en/documents/other/annex-evaluation-guide-good-manufacturing-practice-regulatory-compliance-programme-audit-checklist_en.pdf

English (EN) (188.66 KB — PDF)

First published: 19/09/2006Last updated: 31/07/2020
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Joint audit programme for EEA GMP inspectorates: Procedure
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Reference Number:EMA/694531/2017 Rev. 3

English (EN) (263.8 KB — PDF)

First published: 19/09/2006Last updated: 02/08/2021

View

Joint audit programme for EEA GMP inspectorates: Audit plan

Reference Number:EMA/544128/2018 Rev. 1

English (EN) (114.02 KB - DOCX)

First published: 19/09/2006Last updated: 22/02/2019

View

Joint audit programme for EEA GMP inspectorates JAP: Audit notification template

Reference Number:EMA/INS/931781/2022 Rev. 3

English (EN) (174.36 KB — PDF)

First published: 19/09/2006Last updated: 09/12/2022

View

Audit checklist — Interpretation guide

BEAF =y 7 VA MDOFHEAIZOWTTF =y 7 TREHNENEITFHEMICTH SN TN D

i 13 Sub-component 5C DELBEED T +—~ v NEOHAAEL VS HAD, BEFELY 2~
IZHE > THEEDEI N TN DD, OHEIZOWTILL FOFREH#HK L 2o Tn 5,

FHHE

— YRR EINC O NWTY AV IZHEASWTEHEE AT TWDIMHEET 52 &

ATV =T KA AT g

—F TP =T R VAR g VEOEEREELT = v 7 L TELZBOBIAT > I EE»n Y R
WIS CCEUNCEEEDH SN T DIDERGET D 2 &

—ﬁ%aﬁﬁ%m@77m—%ﬁéabfwé*&

P’

(

Reference Number:EMA/92823/2021
English (EN) (439.19 KB - PDF)
First published: 16/02/2021

View
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https://www.ema.europa.eu/en/documents/other/joint-audit-programme-eea-gmp-inspectorates-programme_en.pdf
https://www.ema.europa.eu/en/documents/other/joint-audit-programme-eea-gmp-inspectorates-procedure_en.pdf
https://www.ema.europa.eu/en/documents/other/joint-audit-programme-eea-gmp-inspectorates-audit-plan_en.docx
https://www.ema.europa.eu/en/documents/other/joint-audit-programme-eea-gmp-inspectorates-jap-audit-notification-template_en.pdf
https://www.ema.europa.eu/en/documents/other/audit-checklist-interpretation-guide_en.pdf

Joint audit programme for European Economic Area GMP inspectorates: Audit report
template

English (EN) (119.25 KB - DOCX)

First published: 08/08/2006Last updated: 24/01/2022

View

Joint audit programme for EEA GMP inspectorates: Confidentiality agreement for audits
Reference Number:EMA/167084/2018 Rev. 1

English (EN) (114.85 KB - DOCX)

First published: 18/09/2006Last updated: 22/02/2019

View

Joint audit programme for EEA GMP inspectorates: Procedure for observing inspections
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Reference Number:EMA/617616/2015 Rev. 2

English (EN) (165.59 KB — PDF)

First published: 14/11/2008Last updated: 22/02/2019
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Joint audit programme for EEA GMP inspectorates: Observed inspection checklist
Reference Number:EMA/170408/2018 Rev. 1

English (EN) (118.34 KB - DOCX)

First published: 08/08/2006Last updated: 22/02/2019

View

Joint audit programme for EEA GMP inspectorates: Follow—up on CAPA implementation
English (EN) (36.73 KB — DOCX)

First published: 22/02/2019

View

Topics

e Compliance and inspections
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https://www.ema.europa.eu/en/documents/other/joint-audit-programme-european-economic-area-gmp-inspectorates-audit-report-template_en.docx
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https://www.ema.europa.eu/en/search?f%5B0%5D=ema_search_topics%3A50
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https://www.gov.uk/government/collections/services-and-information#licensing
https://www.gov.uk/government/collections/services-and-information#manufacturing,-wholesaling,-importing-and-exporting-medicines
https://www.gov.uk/government/collections/services-and-information#marketing-authorisations,-variations-and-licensing-guidance
https://www.gov.uk/government/collections/services-and-information#medical-devices-regulation-and-safety
https://www.gov.uk/government/collections/services-and-information#vigilance,-safety-alerts-and-guidance
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#overview
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#types-of-inspection
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#complete-a-compliance-report

HANEH OB D ELZOGG . AEEZT MEmP 7T 55, WEMEHR CEBNE.
¥R, TR - ®i ®%E\ﬁ%\%ﬁ o T, MRERIBICEE N o Toiy, T —H 5%
BPESOEY AHARDL) ZFA L TRRAZ L RNEEEDPNEIC OV THEW R WEDOEE L
179,

The inspection
FHELZORNDOHH, 70—V 7 I =T 4 V7 THEENR IR FEITV, MEFHEIZ
DOWTHRIEFTO N &g e L CRIELAE DO FERRFNZ OWTHEET 5 LW I Rk DA, i
FOER L REEFEDT = 7 ROEKRICOWTOREHITH Y 8 A,

Grading of inspection findings

Actions after the inspection

After the inspection closing meeting, you will receive a post inspection letter
confirming any deficiencies found.

BEOI/Ia— 0TI —T7 47 0%, BEMII R EHEIE A2 T 5 post inspection
letter % THL 5,

You must respond to the inspector by email to confirm the proposed corrective
actions and dates for when these actions will be completed. The inspector will
review your response. I1f they accept it, you will receive a GMP or GDP certificate
with your inspection report. An unacceptable response may lead to compliance
escalation if further requests for information are unsatisfactory.
BOEFTIIRER T O R ENEZHER L., TNOHDOET PEERLTZ e- A —/D%E%EEGZ%%)
BEH N LN EZ T AT b REFTIL, OMP B M L GDP FE 5 2 i 23 A 3 & 3R Z T LS,
%m%@@§W@#§HAhEh@W%®T\Eﬁé%ﬁ%ﬁ@f%ﬁ@ﬁ@éﬁﬁw%é
1% compliance escalation OFNE~ & e,

If you’ re being inspected for GMP you should complete an interim assessment if
there are changes to your site following your first inspection.

CMP R A2 Z 1T -6 . BAERBICHERICEENH - 7-7251F., interim assessment DOEJH %
FLAT D Z &,

Guidance on responding to a post—inspection letter

BEB LV X —~DORIFEIZEAT A Z A,

The daily rate inspection fee includes preparation for, reporting and close—out of
the inspection. Inspections with critical findings or other significant non-—
compliance requiring referral to the GMDP Compliance Management Team and/or
Inspection Action Group may require the inspector(s) to spend additional time beyond
that covered by the daily rate overseeing the adequacy of the company’ s Corrective
and Preventative Actions (CAPA) and the company’ s return to compliance. For such
inspections, an office—based inspection fee may be charged for this additional time
spent by the inspector(s) on such activities (for example, reviewing CAPA plans,

impact assessments and periodic CAPA status updates)
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https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#the-inspection
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#grading-of-inspection-findings
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#actions-after-the-inspection

BHREAEO 1 A2 OSBIIEROREER D close-out OEFHERE 2 ETe, HEDAH
FHEHEWIXZ DM GMDP Compliance Management Team &Y/ X% Inspection Action
Group |[ZAFFET D 2 & WM BERH BRI o - T AL DUV TUTZ D240 CAPA KUY GMP
HESOEIGEZIRET 22 0OELEEO AT Z DRMEZ DT RADMERH L THA S, £
D726 26 OTEFICKIS Lz, FHMHAEOEREENFHRINLTHAS I,

Compliance escalation process

If your compliance is found to be poor but has not hit the threshold for regulatory
action you may go through the compliance escalation process. The aim of this process
is to support companies to achieve compliance before regulatory action becomes
necessary.

GMP & MEDMEWAS, ATERL Y & 72 DIRE 2B 2 TV 24 compliance escalation
process (Z1T7<, 272D, SHITH U TITESL S 2B 72 5 RN & 2 1%
KT HFEEYR— T LHHETHD,

Once the process has been completed you will be returned to the routine risk-based
inspection programme. However you could still be referred for regulatory action if
you do not make the necessary improvements.

ZOTREANET LIeb, TOMEFNT@EEROT v 7T MIEFT 5, Ll BHE
IRUEZAT DR WG A IIATBULIN T SN D ATREMED & 5.

The process may also be used if the Inspection Action Group has closed their case
referral but the company to be monitored until remedial action plans have been
completed.

FO 7 A%, Inspection Action Group WAFFEINTZFHIOXISETE T LIZMN, FO=
HPUGERZ5E T 22 =4 —FTORENRDLBEICEHV bR D,

The process may include: =Dt AILA FE2ETTHS D

o making recommendations on close monitoring of compliance improvement work
through inspection
EAMEUEO R AL HOWTHE T 2 HE TOMBERE=F U L 7IZHONTY = A
YT—varyET O,

o meetings and correspondence with company senior management clearly outlining
the consequences of continued non—compliance
SO _ERRFEE L L O RIES DR L7256 ORI OV TS T 5720 DI —7
1 T RORE,

Information sheets

Re—inspection of site under Compliance Management (PDF, 29.3 KB, 1 page) Compliance
Management — Specials Manufacturers (PDF, 36.1 KB, 1 page) Compliance Management —
MIA MIA(IMP) and third country manufacture (PDF, 37.4 KB, 2 pages) Compliance
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Management — Contract Laboratory (PDF, 29.4 KB, 1 page) Compliance Management —
Active Substance (PDF, 29.6 KB, 1 page) Regulatory action - UK Wholesaler (PDF,
83.7 KB, 2 pages)

7. Feedback from GMP inspections
ZDOHZEH D common deficiencies from previous GMP inspections EWH U 7 &7 1 v
73 %L 2019 FEE TOFRDOARHFEDOMENN D, 2016 FFE TILEKL L TV D GUP IES
DEREBOMWEDE L DL | EBREHONERAR b -T2, TORIIMFEDOELODH L
o TN D,

8. Suspension of your licence

9. Transitional Qualified Persons (QPs) for investigational medicinal products (IMPs)

10. Fees for inspection

11. Contact

12. GxP inspections from 1 January 2021

e Good clinical practice for clinical trials

o 22 July 2024 Guidance

e MHRA phase I accreditation scheme
o 10 November 2023 Guidance
e MHRA fees
o 20 November 2023 Statutory guidance

MHRA CIXELMEEORRIZET 2 FIAIZ RS FHAT L, BEOAHIZOWTERY 5
GMDP Compliance Management Team M (N Inspection Action Group & V)9 DN HENFLHEH I
NTWETH, ZORFIZOWTEHRE LDV FHEADT, BITHETLHILERNLD £77,

Uk
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https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#feedback-from-gmp-inspections
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#suspension-of-your-licence
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#transitional-qualified-persons-qps-for-investigational-medicinal-products-imps
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#fees-for-inspection
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#contact
https://www.gov.uk/guidance/good-manufacturing-practice-and-good-distribution-practice#gxp-inspections-from-1-january-2021
https://www.gov.uk/guidance/good-clinical-practice-for-clinical-trials
https://www.gov.uk/guidance/mhra-phase-i-accreditation-scheme
https://www.gov.uk/government/publications/mhra-fees

SEEFR 2-2-2

INVESTIGATIONS OPERATIONS MANUAL2024 DO#k#: & FugRk
5.7 - Reporting #t5

Following an inspection, you are required to prepare a report of your findings. As
soon as possible after the close of the inspection, enter in the start and end date
of the inspection in eNSpect. You must also select a suggested “Inspection
Conclusion” 1in eNSpect for each process covered

Reports must be completed within time frames commensurate with the inspection
classification, the current regulatory action time frames for the anticipated
regulatory action, applicable FMDs, SOPs, RPM, and/or the assignment deadline, if
any.

25, BIEFHOWEELIER T L, BEKTH TX LR BT, eNSpect [ZAER
Fﬂ'ﬁﬁ AR TRZANTS, BENEDTRRICOWT, eNSpect I[ZB FDOFAHIC L AEED
FhEEm OB 25 IR T 5,

A ET . [TELSY . wH X5 Field Management Directive, S O P¥A, Regulatory
Procedural Manual, MO/ XIIFEE SNI=MHINHE 25 5T 0 ORI » T T 887
T 570,

Your narrative report should be prepared to accurately and concisely communicate the
findings of your inspection and be adequate for its intended use. For example, an
inspection of a new firm, one that FDA has not inspected previously, should be a
comprehensive report (see IOM 5.7.3.5). The resulting report should detail the
products manufactured, the processes used to manufacture those products, the
conditions of the environment in which products are manufactured or stored, any
violations observed, persons responsible for the firm’ s operations, their actual
duties and their responsibility for observed violations, distribution practices, and
so on, providing information responsive to each of the required elements

FLIRTUR A FIIE R COBIEFHEL EHENPOFENITBZ 2D TH Y | BT 2 HiEIZ#E)
T%é:koWZ I, ZHUZ FDA DAL ZAT o TW W BBLEFT O AL TITaffr2s®iE T
5D L (Inspection Operation Manual 0) 5.7.3.5 &), 1ER L7 EfEsn o8l
fh, 2O ORGEORLEIZ WD TR, 75>§<L32b\i1%féhéf"’fi®7k1¢ Bleisnr-
IS NOER, A EB O FERRI, % ;Ob\fz%& SN DEFRDRAITHKIE LI FHZ
LCREIcRE#E L=b o Th D Z &,

For establishments that have been previously inspected, you should determine what
changes in operations and responsible individuals have occurred since the previous
inspection, detail those changes in the narrative report, and report on the areas of
concern for the current inspectional outcome. For example, a non-violative inspection
may only require a Summary of Findings report with the required information in

5.7.3.3.
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WERICEEEZ TR LTk, EEAOEEFICE L TEORAREENRINTNDENIZ
OV TR EEBCTHMIERH T2 L, T LT, SHOELORERBRET NE HEIZoON
THETDHZ L, BlzE, ERPBE SN T-BELRITRVTE, 5.7.3.3 TERIRL TV
LHIEREGNTEBEFHOE L OOREDHLTRNTHA ),

The key for you to remember in writing your narrative report is to communicate the
findings of your inspection so that the agency is fully equipped to take the
appropriate action. Notice that the required elements always include the product,
interstate commerce, the violations observed, and responsibility of firm officials.
This is to document the elements of proof - Jurisdiction, Interstate Commerce
Violation, and Responsibility (JIVR). Write your EIR with the intended use in mind.
Your reports may vary greatly—from a brief summary of an inspection of a firm in a
state of compliance with applicable regulations, to documentation of a firm in which
the agency must take regulatory action to correct deficiencies

FL AR EEOFHICB W THE T & EE 22 00X, FDA 2N ) 7 (L& 2 B D &2 75y 72 1 i
FIRZDHZETHD, NERERITFEIC, 8, MEEn205|, BEsnEr, T
DI EDOIE A& E2-ETHI L, ZhUE, FDA LY EAT O AL ERERETH D
HW\%%B\Mﬁ%itﬂéﬁ%\Eﬁ\&Uﬁﬁ\KowTEﬁ?é%T&é R T
BWEELY BENTOIHBRICEEL CLH#iT D2 &, MEEE, #HIWERICES LTV
AIREEZFELD-HLONE FDA B AR B IESEL7-0 _ﬁﬁLA%ﬁbﬁfhiﬁ%@P%
EHTOREIERERBAENRH L THA I,

5.7.1 — Establishment Inspection Report (EIR) HLGEArArg2siss =
All reports must be written in English per IOM 1A. 4.
2 TOWEEIT TOM 1A, 4 THIZPEWIEEETReHE L2 id e 5720,

The Establishment Inspection Report (EIR) consists of the data and summary you enter
using eNSpect (eNSpect EIR Coversheet), your narrative report, and any attachments,
and exhibits. Regarding the use of checklists that are completed during the
inspection (such as the BSE Checklist), the original checklist should be submitted
with unlabeled attachments. If you maintain the data in your regulatory notes,
instead of entering the data directly on the checklist during the inspection, then a
copy of the checklist that was completed using the data from your regulatory notes
should be included with the EIR. The signed original narrative report is maintained
electronically.

BOEAT A 228 A2 (ETR) 13 eNSpect (eNSpect EIR Coversheet) Z T AN LT=TF — & K OVF
L, FLibAREE R OURATE R ESHILESE DR SN D, BRPICE TS T =7
AN BSEF w7 URRNE) ICBELTE, 70T TORWVIRMNERE I T 5 2
L, BEROBIZT —2%F =7 VA NMIEEANTHROVIZT —X % H%5® regulatory

notes \ZARfET A 72 H1E. regulatory notes HDTFT— X EZHWTCHE T IEEF v 7 U X b
DAt —%EBIRIZEDD Z &, BLETo il s EOFARITE HICHERFT 5,
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5.7.2 - eNSpect Establishment Inspection Report Coversheet
eNSpect BLUEFIELRPEE D R— — |

Per SOP-000051 — OEI Development and Maintenance Procedure, each ORA Program Division
and HQ Office is responsible for ensuring that all investigators verify, correct, and
enter changes to the Official Establishment Inventory (OEI) (including Profile data

for firms that require profiles) on the firm’ s maintenance screens in eNSpect during
each inspection, investigation, and during any OEI update. Consult with your
supervisor and your OEI Coordinator to make sure data is accurately updated.

SOP-000051 @ Official Establishment Inventory (OEI) Development and Maintenance
Procedure |23V T, ORA D4 Program Division M ONAEREHATIL. SAE., HEOEE, KW
Al 525D 0BT DT v 75— R DFEIZ, eNSpect DFFDOFIEFFD A T F L AR T Y —2 BT,
ETOHELEEMN OBl ~OEH (Fa 77 A ARERINLHEFTOT a7 7 A VT — X 5D
T) OERE, EIE, ANEMEIT O FIZTOWTEMLEAT D, 7T —FBNEMICT v 77— b
SNTZZ MR THT-DICEBRE KR NOEL a—F 4 x— X — TR A RO D Z &

SOP-000051 — OEI Development and Maintenance Procedure

Inspectional accountable time reported into eNSpect consists of the hours devoted to
file reviews (operational preparation), actual on-site inspectional time, document
preparation (attachments and exhibits), and EIR (narrative) write—up. Do not,
however, report travel time in eNSpect. One occasional exception could be when more
than one participant prepares and discusses the assignment while they are traveling
together.

eNSpect T T HMEEMIFMIX, 7 7 A VOB (ELEFEMUEN) . FHIAZEREH, EEHME

W(ﬁﬁ%ﬂ%i@%ﬁ)&@Em(&ﬁﬁ%)@ﬁﬁugbﬁ%ﬁ\fﬁﬁéﬂéow%%t

_521_ CHELERHZHRE LW &, UG E L LT, BEOSNESBETICEEN
DIHEFELEIEEND D,

You should report the actual amount of inspection accountable time. Additional time
required to complete the assignment due to giving or receiving training should be
reported separately from inspectional time

EEEOELZRFMZMET DI L, FEEET T DHITHEIT O DEVIIZ T 5428 LI
Rk, AWM S XpldmE 35 2 &,

5.7.2.1 - Operation/Inspection Basis AZZtRHL

The inspection basis is the underlying reason for conducting an inspection. If that
basis changes, then the supervisor will update the operation basis in eNSpect to
reflect the updated, suitable basis. Reference the Assignment Management System (AMS)

and eNSpect User Guide for operation basis definitions and the various available

options when creating an assignment.

BEMIL, BRLZFEMTHHL ROIMMOEHTH D, ZOWRMP LD HIE, BEHHE
ﬂ\7Vj?wﬁéﬂt@@ﬁﬁ%%&%#“<w%%tLkWT%Mﬁ%%T/f?WFf
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B, BEZE|D Y TAHRBEIZ Assignment Management System (AMS) & O eNSpect o —H— A
R CEZEMRIMWOEFR L OFIH AEERFE LY DA T > g IOV TEHRT 2 L,

5.7.3 — Inspection Report TEZHRE
5.7.3.1 — eNSpect Reporting  eNSpect 2 A7 A TOHE

During an inspection, you will collect and subsequently report information in
eNSpect. As you do so, you should make every effort to ensure that this information
is accurate, and updated as appropriate, during each inspection.

HEPITEREIE L, £N% eNSpect I[CIRWVTHET S5 THS 5, LOBITIEL, D@
EfCHD 2 L2 RiT2RHICHLPEHENE L, BEELTT v 77— b5 2L,

Assignment tab: 7HA LAV FHFT
The assignment tab primarily gives general inspection assignment details, specific
inspection guidance if needed.

THA A NETIREE OEETE OB IIMLERIGAIIFEDORETA X A e
T

Team information should be reviewed and updated as appropriate to include the FDA and
non-FDA participants in the inspection.

F—NEBRETF = v 7 L, 84T 55A1E FDA KO FDA SR OBINE & &b CT v 77— b
HZ L,

Firm Information tab: BIEFHE®R S 7

Overview and Additional Details should be reviewed and updated to support OEI
Maintenance, per SOP—-000051, OEI Development and Maintenance Procedure. ORA is
responsible for ensuring all investigators verify, correct, and enter changes to the
OEI (including Profile data for profilable firms) on the “Firm Information” tabs in
eNSpect during each inspection, investigation, and during any OEI update. Consult

with your supervisor and your OEI Coordinator to assure data is accurately updated

RS} OSE I OB 2 F =~ 7 L. SOP-000051, OEI Development and Maintenance
Procedure. (25> T OEI Maintenance Z X4 XK 7 v 7T — 352 &, ORAITETOAEL
BENEEOEEL O 5230 OBL DT v 75— FDOFRIZ, eNSpect DORLEFTIEH ¥ 7 ToD OET ~
DEEL (Ta 77 ANEERT REREFTOT e 7 7y ANV T =223 T) ZMREL, EIE
L. ANT DL EMRIZTDIEGEAT H, 7 —FDIEFEICT v 77— NSl Z & 2R
THEDITEBE L N0l 2—F 4 X —HF —|ZHERERD D Z &,

Firm Profiling should be reviewed during each inspection and the compliance status
for each profile class code associated with the firm’ s operations and/or products
should be updated. Consult with your supervisor to ensure data is accurately updated.
(For additional information regarding firm profiling see your programmatic section of
Chapter 5.)
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BUERT T 0 7 7 A U U A EEPICRE L, £ ORERT O L O TGOV T DR %
DT TFANDHEA—REeT v 7TF— 528, T—ENERIT vy 7 TF—FShizZ
L EMERT DIOIEHE RO OE] a—7F 4 X2 —F —ICERE RO L2 &, (WEHROTnT 7
AV I T AELRHERIZOWTIX Chapter 5 @ programmatic section #5452 &)

Corrective Action Report (CAR) should be utilized to report the firm’ s corrective
actions to written and discussed observations for OHAFO products. A corrective action
report should be completed in eNSpect Firm Information tab, or CMS. (See the current
version of the eNSpect User Guide for instructions on entering a CAR in eNSpect.)

Office of Human and Animal Food Operations (OHAFO)HL5 2R U CHafasrE E o iid LG
At & i L7 IEALE 2 AT 5 A1 IEAEREE (CAR) Z2HWDH Z &, BIEAEREET
eNSpect DRIFEFTEH 7 7 B T CMS IZFB W CRLi 95 Z &, (eNSpect |2 CAR & A9 % 54D
AN OWTIR, BHTRD eNSpect —H—T A &5 H)

NOTE: For Food and FSVP inspections, if you annotated an FDA 483 or FDA 4056 with
corrections, then you must also document those corrections as discussed above.

I B &N Foreign Suppliers Verification Programs (FSVP) |ZEHd A ALEICHOWTIE,
FDA483 &\ & FDA4056 [ZAETEDFERE DT 286, EFLOMEY Zh b OEIEA L L i
AN SYASAN

Additional fields may be available in eNSpect in addition to those already discussed.
These fields should be reviewed and updated as appropriate for the product covered

N BEEROFEIRIININZ T eNSpect (ZIBMOFLHIGIT A2 25605, ZiLh O EAT
IUERSIS U THRESH., Ty 7T —hahbd 2 L,

Inspection tab: &TEZ 7

Details shall be entered for each inspection to include, but not limited to, the
inspection date(s), inspection basis, FDA responsible organization, announcement
status, inspection refusals, recalls, samples, consumer complaints, and trip number
for foreign inspections. As soon as practical after the close of an inspection, you
must enter the start and end date in eNSpect

BHELIZONT, INHIZRESNRVA, BEH, AZHMH, FDA TOEEIRE ., EZ0lm
OB, EEIEE, B, Y7, WEENLOERE, AEEROLEORITR, 280
HMlE AT 2 &, AERK TR ATREZRIR Y HP)NI, eNSpect [ZBHAAH R UHE T H &2 AJJ
5T &,

Consumer Complaints tab must be completed in eNSpect for every inspection. Record
your review of the firm’ s complaint files in the appropriate text box. If FDA
complaints require coverage, record the complaint coverage and suggested Follow—up
Disposition for each complaint number listed in the assignment.

BAEIZ DU T eNSpect IZBWTHESE HIE Y 70 SEAZFETERITRR S0, £l
EATOENEER 7 7 A LV OFRENRE % w7 io i ftdk9 25 2 &, # L FDA complaints @
TNV EE 24 (5.5, 4 TAROFER A D, FDA ICHEHERITH LN ZEFICOWT, RLbLDY
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BREFICOFE LN TV R AYUBREFRT CIIEORITAEEZ SN TV EREFHET S L0
FYBEDELITY), HEFICONTORETOIAN—RIEOEF LY X MZh D EET SO
Fe 2 IZDWTRIEE 7= Follow—up Disposition #7552 &, (BEERERCHE L-RUEFT
OEBUEEHFICEEHR SN TV IRGFEBIZERZEZDO 7 4+ 0 —BRENENZOVTEZEE OH
Wraftskd 5L VOHEN?)

Inspection Protocols (IP) are questionnaires associated with specific PACs. The
inspection may have one or more IP depending on the scope of the inspection and
associated PACs. IPs should be completed if applicable for the PACs covered during
the inspection.

Tnspection Protocols (IP) 1. fll% @ Program Assignment Codes (PACs)|ZfE 5> ERHETH
5, BRI, ZTOFAKOEET S PACS ICL > TUIBEHEDO I PRBHDL TH A H, ARIZBW
THN—=FTDHPACs ITEET HLEIL ] POGHEHABEEE DL Z &,

Observations shall be documented in eNSpect whenever possible and in accordance with
IOM 5.5.10. When you are not able to document observations in eNSpect, then the most
current version of the FDA 483, FDA 483a, or FDA 4056 must be used

B FHIH I AEE/R R Y eNSpect (2 TOM5. 5. 10 |29 » Caldk 45 = &, BlE2HIH% eNSpect 1230
T AT ERHRAOEESIE. FDA 483, FDA 483, 5iUME FDA 4056 O A A 22T U7
SYASAN

EIRs should be written in eNSpect. The EIR must be written in accordance with IOM
5.7.3. Exhibits and attachments shall be labeled and uploaded as appropriate.

RS AT AL 1T eNSpect (ZRE#T 2 2 &, BUGEATAZLHRE X IOM 5. 7. 3. DBIRKIZHE > CTridk
TAHZE, FLTHRMNERIITAVERL, LBIZLNUTCT vy 7u—RK3452 &,

Coverage and Conclusions shall be entered for each PAC and product covered during the
inspection and include the PAC, establishment type, process code, inspection
conclusion, and product covered. The “Suggested District Decision” may also be
entered by the investigator at the discretion of division management. Enter time
spent on each PAC (see IOM 5.7.2)

TR A I U 7 #PH L O im &2 45 PAC K ONE 21T - 72 IC DWW TAIT25 28, LT
B TH/N—LT=PAC, BT X A7, THROa— K, B2, KOG EEHL 2 L,
Division DEHEDOHKEIC LV . HEE ) District 0ffice ICLDIEDEAZ AL TR,
A PACIZOWTHESL LIERRIA AT HZ L (1.0.M 5.7. 2 &)

Endorsements include an “Inspection Summary” and “Endorsement Text.” The
Inspection Summary highlights key information from the inspection; often this is like
the narrative report summary or the supervisory investigator’ s endorsement text
Endorsement Text will be entered in accordance with IOM 5. 7. 6.

WEEOKRIIER T LD A ORBELEETe, BEFE & DIFEROFERFHFRIZOW TS
% ZHUTRRHEDOE EOBEWFTESREBEEICL AR LOL I RbOTH D, AR
TOM5. 7. 6 IZfE> T A EN 5,
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5.7.3.2 - Narrative Report sCiRzCifss

NOTE: As each program has specific requirements for the narrative portion of the EIR,
please refer to your program’ s reporting section for guidance. (For FSVP reporting,
see Chapter 6.)

7E : EIR OFRERZICBE L TiE, 7 a7 T AEIHBOERFENH LD T, I X AL L
THHX L TWAE T el 508 EEDE®7 v a v E2ERENT-, (Foreign Supplier
Verification Program (Zf8 L CiX. Chapter 5 Z&HH)

The narrative report is the written portion of the EIR which describes the
investigator’ s inspectional findings. The narrative report may be prepared as one of
the following: a Summary of Findings, an Abbreviated report, or a Comprehensive
report. The format that you choose will depend on the type of inspection, the
inspection basis, anticipated inspection classification, and the specific assignment
and/or compliance program.

LR F R IT, BEEEORELZ TCOBLEFEZ TR L EIR OFLREH 7 ThH 5, sl A XL
TOND1HDELTERLTHREW  BIEFHOE Lo, BRO®E, iV TafE#RE, SR
HEXTIERZOX A7, BEOBP, TR SNLHEEIRNOSEE, TOELETOMLE, KT/ X
T2 P4 T o ATa T AL D,

For all reporting formats, include additional information as directed by your
assignment, compliance program, and IOM 5.7.3.6 — Additional Reporting Requirements
A checklist of the Food EIR elements required information can be found under Post—
Trip Resources on the OHAFO SharePoint. It is updated as the IOM changes. It can
assist in other programs, but is designed primarily for Food EIRs

ETOREERICOWT, (B, avTIAT AT 7T LKV IM 5.7. 3.6 OIEINHREE
KREFHEOIERIZWE > CGENMOEREZ DL Z L, RO EIR OEF L L THERFROT = v
7 U A X OHAFO SharePoint @ Post—Trip Resources DIETRAZ LN TEX 5, i IoM
DUGETSINDDIHWESTT v 7T —hEND, THUIMOT v 7T A THZEL D 508, —F%
FINCIEBMOEIR HE LTT A ranTtnsd,

Narrative reports should be generated in eNSpect and will automatically prepopulate
with the firm and inspection information in the header and footers. Reports generated
outside of eNSpect should include the firm name, the FEI in the header, and the
footer should include the page number. Depending on the PACs added to the inspection
assignment, eNSpect may trigger the use of tabular EIR and inspection protocols (see
the eNSpect User Guide for additional information). All reports should be prepared in
or uploaded to eNSpect

Your EIR should adhere to the following:

R A 1 eNSpect IZRAWTIERT A Z &, £ LT, eNSpect TlI~y X — K7 v ¥ —|Z
H B OBRLERT i OB E W Z FATATIT 5, eNSpect SN TIERK Lo ST~y &
— B4 . )R OVFET (FDA Establishment Identifier)., 7 v Z —IZ_R—IFK B A2 WILD 2
Lo BEEITINZ Bz PACIZ L - T, eNSpect 12k W #ER D EIR LML 7 1 b a—
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WEFNWDERIZI > T D (BB E8RIZOWTIE eNSpect 2 —H—H A4 REHM), &2 TOH
T eNSpect TIERKT A D>, eNSpect 127 v Fr—RK$TAHZ &,

{ERCT % EIR IZLF 2 FEF$ 5 2 &
1. Be factual, objective, and free of unsupportable conclusions.
FHEIESET, BBNTHY, BT ORWEGREZERN L

2. Be concise and descriptive while covering the necessary aspects of the
inspection.

BETONLEIRERGy % T3/ — LoD, FEUITH N
3. Not include opinions about administrative or regulatory follow—up.
T ESRWEES EO7 v —7 v FIlT 247 a v 25002 &

4, Not include information that could identify confidential or anonymous
informants (See IOM 5.2.9.2)

MEBRVIEAEREZFFETE 2EREE £V E (IM 5.2.9.2 2)
5. Generally, be written in the first—person using the active voice.
W 1 APRT, BEENRE CTROak

6. Be signed by all FDA and commissioned personnel participating in the
inspection. (See IOM section 5. 1.2.5.1 when more than one FDA or commissioned
person participated in the inspection.) (If an amendment to an endorsed
narrative report is required, refer to IOM 5.11.7.)

BRIIBIMLT-2TO DA BB L OEEHREIC LV BT 52 & (5o FDA BRE B
IEEMENE RIS UL EAIE IMEZ > a2 56.1.2.5.1 2588R) GKRFELOH
WA E~DIE DN M H 2 i TIOM 5. 11.7 #& M)

5.7.3.3 - Summary of Findings Report BIZEZHIED F & DRI

Unless otherwise directed in IOM 5.7.3.4 or 5.7.3.5, or by your supervisor, or the
assignment or the Compliance Program Guidance Manual, a Summary of Findings report
should be prepared for:

TOM 5.7.3.4 80U ME 5. 7. 3.5, BOUWVTEFRE . BV ITEFEBO T Compliance Program Guidance
Manual, {Z & O HEER SAVTWRWERY | BIFICB L TBIEFHO L L O OMELFERT 5 Z
Lo

« NAI domestic inspections Fij[RIAE2 Co BN M BE 72 f5 i /Y M) - 7= BLE AT o0 [E N A 22
« VAI domestic inspections Fij[EIE %22 CH FkFEDRMMN b - 7= BT O [E N A L2

The Summary of Findings Report may not be written solely in the eNSpect—provided
“Inspection Summary” heading. The Summary of Findings report should include:
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BIEFEHEOFE L OOHREIL, eNSpect-THEIN TWAERE LDOHEOARAIFHEH L2 TH
B, BIEEEHOELOOREIIUTE2ELI L

1.

The reason for the inspection

HEPLH

The date, final classification, and findings of the previous inspection
HAT, SO ERILOSHA, A& ZR OB Z 41

The actual inclusive dates of the inspection (these may be included as part of
a header or in the body of the EIR.)

BERIZEENT-FEBEO T (N X —D—FL LT, BWIEEIROKRKIZEEFNTHE
l,\

T

Current registration(s) status or any changes to registration status. (Per CPG
section 110.300, do not report the FURLS Registration number.)

BT OB G LB M B GRI ~ DA 5 2N DZE T (CPG & 7 3 = > 110. 300 1248V,
FURLS Registration ZHZ e LW &),

The name of the person to whom credentials were shown and the FDA-482, Notice
of Inspection, or FDA 482d Request for FSVP Records, was issued, and the
person’ s authority to receive the FDA 482 or FDA 482d. Explain here, too, if
you were unable to show credentials or issue forms to top management. Include
the name of the person to whom the FMD—-145 correspondence should be directed
to and their email address. If an email address does not exist for this
person, then this should be noted

B 4yiik % WA, FDA-482 MO A £ A s\ VX FDA482d O FDVP kD ER D5 sed N D4
il j OV O N0 FDA482 BV N FDA482d 52 fH T HAEIR, H b &R CE o728
BT EE BN ELE R EMICEIT CE R o2 GA 2 ZIZHBAT 5 2 &, FMD-
145 (EIR DU U — 22T A FNE) OEDSEIED NDL4TFTE e-A—LT RL2A%E
WAHZ L, ZONI e~ A— LT RLARRWESZFEOERHTHZ &,

The inspectional approach (comprehensive or directed); the scope of the
inspection; a brief description of the business; a description of the products
produced; and a brief description of the products, processes or systems
covered during the inspection. Indicate which aspects of the firm’ s processes
or systems you observed, versus those which the firm described to you

BEOT Fu—F (AFERS OISR A - -8 52)  BEOHM, FoREFTo3HEE
OfffEL RN, AFET 2RO, TROME R w, BETHAA—T 25 TESWIX
AT A, BYEFTEIAEE L7- TREVIIY AT AICK LT, BWETBIE LA R
I,
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10.

11.

12.

13.

The manufacturing codes, and, if necessary, their interpretation.
o — N, RKOREREE, 2R 62OV TORHH

Significant changes (for example, to personnel, facilities, products,
processes, etc.) since the previous inspection

AR RO EE R (FIIX, A, Mk, ", TR, %)
Voluntary corrections completed by the firm
FUEFTAS B ERICFEM L7 IE

Samples collected during the inspection

BREPITR LI 7L

Exhibits collected during the inspection

BEPUTINEE LT hIHE

Attachments

B R

Your signature

HEE DOEL

All violative EIR’s should, in addition to the information required for non-violative

reports, contain the following:

BB HST25E D EIR X, B NENS 2G5O EREITMZTUTE2ETeZ &

1.

The objectionable conditions or practices described in sufficient detail so
that anyone reading the report will clearly understand the observation(s) and
significance

T DA B FEATTHES D3 OB T & B A PR ICERAE T~ < RICREMNC R L
7o, BIRED & 2RI TS,
The objectionable conditions or practices cross—referenced to FDA 483 or FDA

4056 citations, samples collected, photographs, or other documentation,
including exhibits attached to the EIR.

FDA 483 BV MZ FDA 4056 CHHAEZMR LT-. MED H DR TEEER ., BB L7~
Yo7 BE, BV EIR ICEA L2 RI# A & o - o & k)

Information regarding when the objectionable conditions or practices occurred,
why they occurred, and who is (or was) responsible., identifying such
responsibility up to the highest level in the firm.
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A D & 5 RPN NIAEEE DT IE A LTy, (AR LTz, £ ORERT D&
NEDFILE DFEDR T DR & g o727 IZBT D16 L

5.7.3.4 - Abbreviated Report fiil&s&
An abbreviated report can be prepared in these instances:
IS HR A IZLL F OB EIC/ERTE 5
* When the inspection is not eligible for a Summary of Findings reporting
BENBEFHEDOE L O AT 2 DI TRWgGE
e When the FDA has an inspectional history for the firm
FDA 73, % OREFT~OERIRE 2R > T D58

¢ When either no regulatory action is anticipated, or the inspection was conducted
as an OAI F/U inspection

ITBOL BEEE S L2 WV EW T ZE OBREIMTEBILV G O 7 a—7 v 7 HE L L CEE S
NI O DGE

Unless a summary of finds report format is used, the abbreviated report format should
be used for all inspections, regardless of coverage (comprehensive, directed, etc.)
unless otherwise directed

PR R ETIUE, BIEFHOE L OOREEXLMEN LRVIRY | AZRO D A—HH ()
&, RZHEE. %) bbb T, £ TOELZICOVTHKHREZELLME S 2 &,

The abbreviated report format primarily highlights changes in firm operations since
the previous inspection. Several report elements listed below are required in a
summary report, and the remaining sections require change reporting only. Change
reporting means information that differs from the previous inspection report, such as
changes in management, products produced, manufacturing processes, etc

fEig A E UL R CATRIEZ L OREFT O COEHTICHAZE N TS, £ LoHiElC
LA FICHIZE SN TV AN ONDOREEZENNLIETH DL, TDHOE 7 v a o THELROIX
EHEOMREDHThH D, ERFEIT, FHE, G200, RETROLEEED, Fin#AE
LRSI IEREERT D,

OAI follow—up inspections are inspections conducted directly following an OAI-
classified inspection to determine whether corrective actions have been
implemented, and/or whether significant violations continue. For OAI follow-up
inspections anticipated to be classified NAI and VAI, reports should focus on the
corrective actions implemented by the firm to correct violative conditions
observed during the previous OAI inspection. For OAI follow—up inspections
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anticipated to be classified OAI, reports should focus on the continuing
violations, responsibility for those violations, any corrective actions
implemented (or inadequate corrective actions), and a definition of the new scope
of violations observed, including the products affected. Required elements:

ITBAV Sy D7 v —7 » T8/, fEmMTEIL ) & 72 o o RO B 1 IEHE 23 i X
NTWDE0, O/ UTEEE DG L T D a2 2 AICEfiT 52 BETH D,

PR FIEME LT H FEOFRE R D Z ENTHENDITHASY 7 + v —T v T
B L Cid, S EILATE O TBRL S N R SN B R T SN EKIREE R IET 5 412
BOEFT N FEE U7 R IEAEICESE Y TH 2L, 1THAVY BN L PRSI DITEALY 7 4
n—7 v 7RI LTk, WEEZEME T 0EX. 2D OERICHT D EEDOFTE, E
ME ST RIEALE (SOOI T 7 B IEALE) . KOS EEZ T 28 A2 50 TRlE S
EX O T ORE, [CEREZYTCHI L, VERBERIILUTOLHO !

5.7.3.7.1 - Summary F &

5.7.3.7.2 - Administrative data FTEUEHLT —#

5.7.3.7.9 - Manufacturing Codes fliio— K

5.7.3.7.14 - General Discussion with Management H&E & O—RIZR

5.7.3.7.12 - Objectional Conditions and Management Response (Only required if an
FDA 483 or FDA 4056 was issued)

RIRED & D4R O D A2 (FDA483 8\ VX FDA4056 23 H K =354 D A
VAT

5.7.3.7.12.1 - Supporting Evidence and Relevance ZEfTiTDO = v F o Z K OBE M
5.7.3.7.12.2 - Discussion with Management #&EF# & D Fim

5.7.3.7.13 - Refusals (Only required if refusals encountered) ¥ (FEL21H-7-
B D)

5.7.3.7.16 - Samples Collected (Only required if collected) ¥EHXU7=¥ > 7L (FHL
L7=5E D)

5.7.3.7.17 - Voluntary Corrections H £tk

5.7.3.7.18 - Exhibits Collected (Only required if collected) UVEE L7=HI#% (UIREE L
=5 B D)

5.7.3.7.9 - Attachments (Only required if collected) WRATERF (NELT-HEE5DH)

Change reporting only: ZHHAE DALY
5.7.3.7.3 - History JEIE

5.7.3.7.4 - Interstate (I.S.) Commerce JN[EZ F7-7235H3],
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5.7.3.7.5 - Jurisdiction (Products Manufactured and/or Distributed) & (Hligk
O/ UL B) (W2 F 72255 45 14 FDA DEHE, WA DG F I1F 24 G D 5

#%)
5.7.3.7.6 - Individual Responsibility and Persons Interviewed [ikE & EAL&H & N
i LT E

5.7.3.7.7 - Firm’ s Training Program RUEFTOHEFINH T 07 F A
5.7.3.7.8 - Manufacturing/Design Operations SUEVEZE/EEDERE
5.7.3.7.9 - Complaints i ALH

5.7.3.7.10 - Recall Procedures [BIYFIIH

5.7.3.7.15 - Additional Information & Dt BN H

5.7.3.5 - Comprehensive Report HIFEAHERE

A comprehensive report should be prepared for: WFEAIEREEIILL FIZOWTIERT A 2
L

* Tnitial inspections #JAIA%E

* Inspections anticipated to be classified OAI that follow a NAI or VAI
inspection (not OAI follow—up inspections)
R FEE L, VT H ERERROZOELE TITEIL G DR SN D 2 EBNBE S
L8 ((TBL D7 m—T v T HELEZR)

e As directed by assignment, compliance program, or your supervisor
T, a7 IA4AT ATl T A BNTEEED D OHER

e Most foreign inspections
TRy DAV E A L2

The comprehensive report format includes all report elements listed below. This
represents the minimal information needed to produce an EIR that supports further
agency regulatory action, as warranted. You are encouraged to add additional report
headings, as needed, to communicate important information about the inspection,
relevance of inspectional observations that may impact public health, and to address
specific requests from directed assignments

A EO BRI TSI SN S R A 2 TET, 2 UL FDA STEAL 2175
DIESPEZ T B BIR & AERT 5 72 IS BB ARFARROM @ E 725, LEITE LT, HEIC
B % BB, ARBTG5 2 5 WTHENES 8 5 B HIE & OBBENE ARG L, SRR
SIVARB B OFERIOBERISHIET 5 410, SEMOBET B LA BT 5 = b &ty
5.
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Required elements: MBE/RZEZE

5.7.3.7.1 - Summary F &

5.7.3.

5.7.3.

5.7.3.

7.

7.

7.

.4

2 - Administrative data fTEUEHT —X%

.3 - History JEFE

Interstate (I.S.) Commerce JN[EZ F7=232H5]

.5 - Jurisdiction (Products Manufactured and/or Distributed)  (Hli&K Y/

A i dn H)

.6 - Individual Responsibility and Persons Interviewed §&& O BE{L&H K&K N

LR E

.7 - Firm’ s Training Program SERFOZE I T 1 7T A
.8 - Manufacturing/Design Operations HLGEIEE/VEEDKE

.9 - Manufacturing Codes HliE=— K

10 - Complaints THIHALHE

11 - Recall Procedures [FIXTFE

5.7.3.7.12 - Objectionable Conditions and Management’ s Response (Only required
if an FDA 483 or FDA 4056 was issued.)

.18

R D & B AR ONR B [E12ZE (FDA483 B\ M FDA4056 3% H S L= 34 0 7x
WBE)

.12.1 - Supporting Evidence and Relevance BEffiFD T T 2 K OFSEE M
.12.2 — Discussion with Management #%E[H & DOHEEdH

.13 - Refusals &

.14 - General Discussion with Management #&E & O—KHIZER

.15 - Additional Information IBINE#R

.16 - Samples Collected HRE(L7=% 7L

.17 - Voluntary Corrections H FikF

- Exhibits Collected (Only required if collected) UREE L7=RBIHE (INEE L
7256 D Frh )

.19 - Attachments (Only required if collected) ¥AfTEEF (INE L7845 DA
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5.7.3.6 — Additional Reporting Requirements BN Bk F1g

Additional reporting requirements may be required by compliance programs, assignments,

or divisions. Report the required information as requested in the source document, or

under the most appropriate report heading
BMOWEERFHEN I T TA T AT BT T A ALK, BOWVIEFTRATENDERI NS
BRHLH, HMITTOLEDOE R, B TR bEUZRWMEE B RIENERS N D HEREMET

5T &,

5.7.3.7 - Individual Headings &% ® BIX
5.7.3.7.1 - Summary F & ®

Provide the following: LA FZE#7 5 :

1.

The reason for the inspection, including if it was announced or
unannounced, and other details (for example, its associated compliance
program(s), assignment number, trip number, etc.).

EENFERRBEIA D 2, WL, ZOMBERER B, 207947 A7
TT LD ENICET 2 ELE), [E5E S, HEERE. %) 2850 EE0OMA,

The inspectional approach (comprehensive or directed), the scope of the
inspection (full scope PC, full, or abbreviated) and the type of inspection
(preventive controls, seafood HACCP, API, medical gas, etc.)

BEOT 7T u—F (WD, R TH) B (SR @R ) &
OEROZ AT (PHIRVERL, > —7— N HACCP, &, BERAIN A, %),

A brief description of the business, a description of processes used, and
the products produced.

BUERT OB ORI, M2 TROER, MURE S 5 8/,

The date, classification, inspectional observations (written observations
and discussion items), and other findings from the previous inspection, if
applicable.

MU T L%E. AIRIEZEO B, BEMER, BIRFH CE S BIgEFEEHLD)
Heam L2 HIH) | K OWRIEIELZETOZ OfMoOFT A,

The status of voluntary corrective actions since the previous inspection.
AEIAZR AR O B Ede g DR

A list of the products, systems, and processes covered during the current
inspection, and the types of records and documents reviewed. For human drug
reports, list all systems the firm has currently employed.

SEER TG L L2, AT A0 TR, KOWA L2l OXED Y 2
Fo B MAERLOBEFICE L TUIZOREFNIEAN TN DL ETD Y AT L
AT DI L,
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A summary of the written observations, discussed observations, and other
findings, refusals, samples collected, warnings given to management, and a
summary of management’s response or voluntary corrections.

CEAL LBl S, im LB HIEH, NOZOMoOpT R, 56 Lo HIH, R

LIz o7 ERICIT o T E RO &, RUREMORIZS T A EUED
F L,

5.7.3.7.2 — Administrative Data HFHF —#

1.

The firm name, address, phone, website address, and general e—mail address
of the firm.

BERT4 . (FPT. BEER . YT A R T RL A, KOk e-A—/LT RL X

Report the names and titles of the investigator(s), analyst(s), non-FDA
officials, etc. Report the name of the firm’ s responsible official who
gave permission to non—FDA officials without inspection authority to
accompany you during your inspection. (See IOM 5.1.1 and 5.2.2.)

BEE. OWTEME, FDA LSNORXFH R, FOARIM O 25081 5, AEHER
DI FDA IS DO NB BN ELRZICFET 5 2 & 27F ] LIS O BEH O4 %
WET5 (1M 5.1.1 KV5. 2.2 B H)

The inclusive date(s) of the current inspection, i.e., list the actual
dates in the plant.

AEIEZO PR, BIS L5 FERITHE L7 B,

If a team inspection and some individuals were not present during the
entire inspection, indicate dates in plant for each team member.

F— LB TEONOHEPN RO TITIIBIM L 2o ehE, FARSIM LTz
HRZRTZ L,

For foreign inspections with Locally Employed Staff (LES)/Foreign Service
Nation’al! (FSN) participation include this language:

SNEEZE CHHELHD A X » 7 (LES) / Foreign Service Nationals (FSNs) 23& 0
L7=BAIEL ToRd a2z 52 &,

1 According to the State Department: Foreign Service Nationals (FSNs) are employees
of the U.S. State Department who provide administrative, technical, fiscal, and other
support at posts abroad. They are usually citizens of the same country as the host
country but can also be third-country citizens. FSNs are also known as Locally
Employed Staff (LE Staff).
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This inspection was supported by (name of LES/FSN) during the period of
(fill in dates LES/FSN participated), who is a Locally Employed Staff
(LES) hired by the United States Embassy and assigned to FDA to work in
support of FDA activities. All Information, including documents
collected during this inspection and any translation from local language
to English by (name of LES/FSN) that supports the Form FDA 483,
Inspectional Observations, FDA 483a, Form FDA 4056, (if a form was
issued) and the Establishment Inspection Report (EIR) was collected in
collaboration with the FDA investigator (s).

Full names and titles to whom FDA Official Credentials were shown,
FDA D& 43fiE & s LT &R O N D 7 )V 30— b L4

Full names and titles to whom any FDA forms were issued to or signed by
during the inspection (FDA 482, 483, 484, 463, 4056, etc.); where
appropriate, explain the reason a form(s) was not issued to or signed by
the most responsible individual (this may be reported in the Individual
Responsibility and Persons Interviewed heading below),

a7 5730 FDA R AFH UT25654 D NS WIELEPICERICEL LT AD T L R—
L L R4 (FDA 482, 483, 463, 4056, %) ; %44 236, EX0H IR D o
7=, BWIEERDBETOHH NIV BAL SN TEAEZHIT D (T3,
IBEADER] KO THELHE] ORH LOBIZTHRE L THRW)

Full name, title, address (if different from the address of the inspected
establishment), and email address of the top management official at the
inspected firm to whom the FMD 145 letter should be addressed. If an email
address does not exist for this person, then this should be noted. If the
firm requests an alternate point of contact for FMD-145 correspondence
provide their contact information as well.

HEAAT - - BUEEFT T FMD 145 OEIR DS54 & 70 o 7= s O ZERRE 0 7 L%
— I, W4, BT (BREITo-BEOXFT & B H5E) kNe-A—LT L
A, ZONZ e=A—/NT RUARENGE . ZOFERLTH 2 &, WidEiTH FMD

145 OB OR O ZER LA, T OEKBIEOFR S [FHEICTEH T 5 2
s

Full names, titles, and addresses (if different from the address of the
inspected establishment) of most responsible corporate official(s) to whom
other correspondence, e.g., Warning letter, should be addressed (For
initial inspections and inspections anticipated to result in regulatory
action).

Warning Letter ZEDZ DD AE (FIRIEE L OITEAL Y & 70D 2 ENTHEEIND
TEUTINNT) DB L 72 D LD EERRE O 7 V3 — A, B4, T (Eg%
1T o = BUEFTOFEFT & B2 B5E)
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10.

11.

12.

13.

14.

If this was a team inspection, who wrote which section of the EIR.

F— ABWEDOLEE . ENEIRDODEDE Y > a v &HE L=,

Full names and titles of inspectors from other government agencies (to

include federal, state, local or foreign) at the facility during the
inspection.

TEPHERR BT M OFTEREES GEFL, N, HiF, W ESAEEZEHT) oD
BTEE D 7 VX — LK OF4,

Full names and titles of who provided translation of foreign language
documents.

SNEFEOEHOTRZAT o 2B D7 NV — L K OA

If an inspection is conducted at premises also used for living quarters
document that you are inspecting a residence and if the owner was
agreeable. (IOM 5.1.4.3.1)

BEMIEL LTHHEHISN TWAEY TESNT-HE., FETERLEZTo-F
K OFTEENRE Lo & ekdT 52 & (I0M 5.1.4.3.1)

Full name and title of the individual you provided with guidance documents
and list the documents provided

A X ALELRELTEANDO T VR — AR ORA, St L EEZ VAN v
T5HI &,

5.7.3.7.3 — History JEIE

1.

Report the legal status of the firm (corporation, partnership, limited
liability company, sole proprietorship, etc.), and the state and year of
incorporation, as applicable.

SEDEAE (B EFRORHR LSt a8t (Bha) . slat, MA
AT, %), € L CHEERESHEBILOREZ T 5,

List the parent corporation, corporate address, and any relevant
subsidiaries with respective FEIs.

Blth, RKALFERT, RO 5 2403 L% @ FDA Establishment
Identifier # U A R 7 v 743

Provide a summary of any previous agency actions (for example, issuance of
an untitled letter, warning letter, injunction, seizure, and/or import
alert) and significant inspection history pertinent to the current
inspection.
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LLRAI & 7> FDA IC X A ALE SH S 4u7-7 (1 21F. untitled letter, Warning
Letter, O3H, ZELIEDME, ZLMES 2., MO/ UTHAELL) AEAZE L BEHE
THEELGEEBEREND L2 0IEFOE L DETTHT D

Include any recalls, market withdrawal, etc., since the last inspection.
AEIAZZ LA ORI, G DOBRGER TER HIITLRICEZ D D

Report the core hours of operation and any seasonal variations.
HER T OIS L 2 EB DA NI TN ZW]ET D

Report all current registration(s) status or any changes to registration
status, and describe any inaccuracies identified in the firm s
registration(s). (for example, food facility registration, shell egg
registration, AF/LACF registration, drug registration and listing, device
registration and listing, tobacco registration and listing, radiation
safety reports, tissue establishment registration, human cell and tissue
establishment registration, blood establishment registration, etc.). For
HAF commodities do not report the FURLS Food Facility Registration number
(Per CPG section 110.300). Report if the firm is located on tribal land or
is owned/operated by a federally recognized Native American tribe or tribal
member.

BLIR O BE AT B Sk OIRPLE TR ERR DU S DO EEN B L5551 EwmET
5, LT, ZOREER OBREIT H O AN ERERT 503 S 7270 53 Fe#Ed
HZE (BziX. ood facility registration, shell egg registration, AF/LACF
registration, drug registration and listing, device registration and
listing, tobacco registration and listing, radiation safety reports, tissue
establishment registration, human cell and tissue establishment
registration, blood establishment registration %), HAF commodities |ZE§L T
1% FURLS Food Facility Registration number Z % L7722 & (CPG D& 7 3
> 110.300 (2 L V), BEERTANERIE D T HIEO TR FRIE L 72 R R R M R
DA R—DFT AR/ ZNHIZE VEE SNTWD LHICHEET 25813 &2
51D,

5.7.3.7.4 - Interstate (I.S.) Commerce % F7-255H 3|

1.

Report the estimate of the percentage of products shipped outside of the
state (or exported to the United States) and the basis of the estimate.

BOERTOFAET 2MDHA~D (FWEKECEH T 2) R OHEE S —r 7
— ¥, ROZOHEERM A HET D,

Report the firm s general distribution patterns (for example, direct sales
to consumers; states, regions, and/or countries shipping to) of the firm
and how the products reach the firm customers (for example, firm truck,
common carrier truck, rail, vessel, or air freight).
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Z ORGEFT O E OS2 — (B2 HEE~OEMR, B350, Hilk,
FO/SOTE) ROEBPBEICEOKRICE 2y (F2iX, BT v 7| ERER
DTy o FIE, fa BOEHZEE) 2HET D,

3. If there is an apparent violative product, provide examples of interstate
shipments of violative product(s); or if no such shipments, provide
examples of interstate shipments of major components of apparent violative
products.

AR/ ER LN S 58S, ERAOMNBEZ £-0N 5 HoflZZ#T 52 & ;
ZD LD I AN 51X, 7 E KBS D major components (?) OPNE %
F 72085 T D4

4. For foreign inspections, list significant U.S. consignees to whom the
firm’ s products are shipped.

SAEELRIZHOWTIE, 2 ORLEFT ORI AHAT S D KE OB B2 ANE U A K
ToTTHI &,

5. For domestic inspections regarding human drugs, list significant consignees
to whom the firm’ s products are shipped

ENELZO NFEEBICOWTCE, 2oREFmoOR SN SN /B2 NE
VA RNT w7452 &,

5.7.3.7.5 — Jurisdiction (Products Manufactured and/or Distributed) (HliEN N/ X
XA ) FiE

1. Describe or include a list of a representative number of currently marketed
products in all program areas subject to FD&C Act or other statute enforced
by FDA or counterpart state agency, including any believed violative

FD&C Act BV MZ FDA B[R UHSERE D Z D DN Y /& iED 2T H 7 u /5 Ax
V7 CTHATHRKL ORI ZRET2HORLO Y X M E2EK LTS EEBbh
HHDEEDTCRET DN NTED D,

2. Collect appropriate labeling (product and case labels, inserts, brochures,
manuals, promotional materials of any type) for those products believed
violative or representing any significant new or unusual operation,
industry or technology; or as directed by your supervisor.

EX L TWD E B 58S W RBEEE ISH LW BN — R TRV ER, ER
HDIHMTEREFT 28N, HWIE EF L VRN S - B O Y) e FZoRA Ok
(LA R ONED T~ P CE, Tavad7—, ~=aT7 b, [LhOXAT
DOIRFEEEE R 2T 52 &,

3. Report the firm’ s general promotion patterns (for instance, via website,
advertisements, trade shows, etc.).
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DO IGEARE S — o ZRETH 2 WE, Y27 A b, A
HORL—Rya—, %)

Report and document any applicable labeling agreements (and obtain a copy)
and statutory guaranty given or received per Sections 301 (h) and 303(c) (2)
of the FD&C Act [21 U.S.C. 321 (h) and 333 (c) (2)] (IOM 5.3.7.2)

FD&C Act DEZ 2> 301(h) LTR3030(2) 2LV 52 b-mviF-FrIcB4
HEEFEEN NEMSRIEZ RS Ltk 528 (FLTab—2AFTTHI L),

In addition, a product’ s label, labeling, and promotional materials are a

critical part of determining its intended use

Mz T, WRHOZT~)v, Kok, KOBRGEHEEEEHT, 2o OEX T 2 HigskE
THAICEHERMB Y TH D,

1.

In instances where a regulatory action is being considered based on product
labels, labeling, and/or other promotional materials (including any
information found on websites), you should collect all available
documentation. This includes all written, printed, or graphic matter on the
immediate container of an article or accompanying the article (the

product’ s label and labeling, see FD&C Act, 201 (k) and (m) [21 U.S.C.
321(k) and (m)] and IOM 4.4.9.1). Accompanying labeling could include
brochures, pamphlets, circulars, and flyers, as well as copies of audio and

video files.

7L RaRME RO/ T OMORFEIEEE (V7 A MZRLND
il S PDOIEREEDT) IZEDOWTHTEIL G N EBE I N TWDH S, ATrRERE
TOXEXWNETHZ L, UL, 2TOXE LSz, HRI S 720, 8
I P D R SR M B (LS 5 ~UL O RATEE, FDC Act 0 201 (k) L OF
(m) [21 U.S.C. 321 (k) RON(m) IO TOM 4.4.9.1). BH) |2h HHEICHFZ A
Wil Z&Te, WHETMENL, A—T 44 - EFF 77 A ADar—Likc, 7n
al— NI lby N FIVEEEAED,

A thorough review includes a review of the firms’ internet presence. If
you are concerned with information on the firm’ s website, ensure copies of
webpages are collected in hard copy and included with the report.

MER e/ EIX, oS0 A v 2—3% v b EOFE (DKREXX) OfEE &,
FOEMDOT =T YA N EOBRIGED H L2 HIE, VT X—TVDa —E
— Rab—TIELBREEICEDDLZ L,

In cases where there may be a dispute about whether a product is a drug or
a dietary supplement, you should collect all materials which claim a
product is intended for use in the diagnosis, cure, mitigation, treatment,
or prevention of disease.
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B NERILCTHLIN, XATZY —F TV R N ThHDEROH LGS, B
DEEIR OB, B B, 5. RVIE TG EER L TCNAZ L EREL
TWAHETOEEIZINETDHZ &,

5.7.3.7.6 — Individual Responsibility and Persons Interviewed %
ANDEE, MOA X Ea—L7ZA

Report with whom you dealt, and in what regard (both during and prior to the
start of the inspection):

L ATZONTRDRY Lichy (ERH R OERZRMGHEIT) RiETH2L

1.

Report the chain of command with names and titles of key operating
personnel, to include the top management official. Include an
organizational chart, if necessary, to clarify roles

EARiEE O RN & o0 T R BB E B 04 Al & WA 2 o TR R &
WET DL, KEIZWHEICT 28I ER BTN EZD 5 2 L,

Describe roles and authorities of responsible individuals, including the
full names (see IOM 1A.5) and titles of individuals providing you with
information.

B ARt L7=F 04T (IOM 1A.5) LHkA 250 T, BEEE OKE & HER 2 Fld
T 5,

Who accompanied you during the inspection,
HEPIZEIT LT

If the regulatory action is anticipated, report full names and titles of
owners, partners, and corporate officers who have the duty, power,
responsibility, and authority to prevent, detect, and correct violation(s),
and how this is demonstrated and/or documented. See IOM 5. 6. 3.2

ITBUL G DB SN S 56 . EREIEL, ML, B2ET 2B, BT, HR%E
oA —J—, N—hF— BITEREO 7 VX —L LA ERE L, ZOFERED
RICEMT b, CE LSRN TV L0 ERET D,

For human drug inspection reports, also include the name, title, physical
mailing address, phone, fax number and e-mail address for any U.S. agent or
broker who represents the company when dealing with the FDA.

NAEE S ORERHREIZE L CiX. FDA %H&SICE OBRLERT ONRFLZ o 5 K ENT
—Vxr NBEDLGAEE DL, B4, B, EiEEE. 77 v I AE S &
WNe-A—=LT RLAZEGH D,
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5.7.3.7.7 - Firm' s Training Program SEFTOHE I 7 v 7T L

A firm' s training programs are of particular significance when making
inspectional findings revealing that people may not be adequately trained. As
such, explain the firm’ s training program(s) as stated in the applicable
compliance program, and/or as it correlates to the deficiencies observed during
the inspection. You should also consider providing an overview of the firm s
new—hire and ongoing refresher training programs as they potentially bear upon
any deficiencies observed

TETOBEFED, WEABVNHEUICHBTIH SN TN EZH LML TWDEE
A, BEEFTOHBEBEIM T 0 7T APHCEETH D, (o T, B4 TL2ar7IA4T A
77T MIEZH SN TWDERC, ROV UIEERPICBIE SN R HEEICBEE ST D
W2, EOREFRTOHEI 7 0 7 Z LEdilT 52 &

You should also report if the firm is subject to any specific regulatory training
requirements (for example, LACF Better Process Controls School, Seafood HACCP,
Preventive Controls PCQI, qualified individual) and how the firm is meeting those
requirements.

Z DRGEFT DM & D> DR E OVERG EOZB IO ZRFE (21X, LACF Better
Process Controls School, Seafood HACCP, Preventive Controls PCQI, qualified
individual) OXRTH DA, € L TEOEGERTA & ORRIZ Z DBERFHIZHES LTV D
MERETDHI &,

5.7.3.7.8 — Manufacturing/Design Operations Hli&/F&3f 1E3%

1. Describe the firm' s general overall operations, equipment, processes, and
products. If necessary, to help illustrate the firm operations, include any
relevant schematics, flow plans, photographs, formulations, and diagrams.
If previously inspected, report any changes in the firm s general overall
operations, including significant changes in equipment, processes, and/or
products since the previous inspection.

Z ORGERT O R 7e 268, Bii, TR, AORGziEld 5, pE8R6E, €0
REFTORF 21T D720, ML0ET LK, fihX, BE, &J7, KUK
EEHODLH I L, DEIEREZ T TV L2 61E, #RIEZE) b OBE. LRNEO/ T
H]EOERBREELZD T, TOREROEBEHR TOLEIZOVWTHRET D Z
&

2. List names and sources of any new or unusual components or raw materials.

BT A TRV ENTFEM B OAFR EGTRAE Y A T v 745 2
&o

3. Report equipment considered new or unusual, unless otherwise directed.

BRFERA 2 VIR Y | FTRBT R TRVWE Bbh o2 HmET 5 2 &,
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4. Submit pertinent formulas or batch manufacturing records (especially those
being manufactured during your inspection) and processing instructions with
labeling of suspect products.

SeVD B AR BT A A7 E TN FREER SR (BFio, A icibiE s nz
HD) ROFREZED-INTHEMELEE TS 2L,

5. Indicate which aspects of the firm’ s processes or systems you observed,
versus those that the firm described to you.

BLEFTRIEI L 7= NIk L CEOBRLERT O TREWT S AT A0 E Ol % #H#&
L7z d 2 &,

6. Describe contractors used and for what purpose, if relevant to observations
noted during the inspection.

BERPICEMN W BIEFEHICEET 51, FOERFLEEZEORNTHE-> TS
MEitHET AL,

For human and animal food inspection reports, as applicable, include the
following:
NR BRI Bty DEZLIREGIZHE L TIIL T & 505 2 ¢, (ERBLIZTER)
1. Unless otherwise directed, choose a product that has not been covered
during a previous inspection. Use a risk-based analysis to include
consideration of ingredients, processing, and personnel.

2. Describe the product(s) covered and include basic food information,
including finished product name, product description with packaging,
pertinent ingredients, intended use, and conditions of storage and
distribution.

3. Describe the process flow (receiving through distribution) and a
description of the process at each step.

4. For full-scope preventive control or HACCP inspections, describe the
results of the hazard analysis and the adequacy and implementation of
written programs. Describe any deficiencies noted compared to your hazard
analysis.

5. Describe the firm’ s general sanitation procedures.

6. Describe any coverage of additional food safety regulations that apply to
the product(s) inspected (for instance, LACF, infant formula, bottled
water, etc.).

For human drug inspection reports:

For inspections conducted using CP 7356. 002, the EIR should be organized by
systems covered during the EI. For pre-approval inspections (PAI) under CP
7346. 832, the EIR should be organized by the objectives covered during the
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inspection. Provide additional details for the system elements found to be
deficient, or the subject of an FDA-483 observation.

For medical device inspection reports: [E/EfEGEDBEER|IZ O TITU F RT3 =
&,
1. Describe manufacturing operations by sub system covered in your inspection
(Management Controls,

Design Controls, Production and Process Controls, Corrective and Preventive
Actions, Material Controls, Facility and Equipment Controls, and
Records/Documents/Change Controls). With regards to all Level 2, 3, and
“for cause” inspections, for Production and Process Controls, indicate
which production processes were covered and reviewed. If a subsystem was
not specifically covered during your EI, you do not need to separately
describe the general operations of that subsystem.

2. This section should include a description of the manufacturing process
flow and identify significant acceptance activity processes associated
with products identified on the FDA 483.

3. For all inspections covering CAPA, indicate which data sources were
available for review and which were actually reviewed. Also include a brief
statement regarding coverage or non—coverage of applicable medical device
tracking requirements, MDRs, sterilization, and reports of corrections and
removals.

4. 1If the Design Control system was covered, indicate the design project(s)
covered during the inspection. Where design activities occur at a location
other than the manufacturing site, list the name, address of the design
location, and responsibilities of those personnel performing the design
activities.

5. If applicable, identify the name and address of the specification
developer, if different from either the manufacturing site or where design
activities occur.

5.7.3.7.9 — Manufacturing Codes flif=— |

Describe the manufacturing coding system (lot, batch, product, etc.), and provide
a key to interpretation of codes.

HWEa—Fov AT L (my b, Ay F, @i %) 2L, 2— FOBROFHOE
RERTZ L,

SRS DA ER R A For medical device inspections reports: Where appropriate
include a description of the system used to identify and maintain control of

components during the manufacturing process, as well as the codes used for
traceability, including the unique device identification (UDI). Ensure the UDI-
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DI is identified in the Global Unique Device Identification Database (GUDID) (for
applicable finished devices).

5.7.3.7.10 - Complaints &1

Complaints include those reported to the FDA by consumers, health care
professionals, industry, etc.; and all complaints received by the firm.

T, HEE . EEEMFE., ER. S0 FAICHRESNZL 0, ROMBEEIC X V2T
-2 TOEHEEET,

1. Describe the firm’ s complaint procedure. If the firm has no procedure,
describe how complaints are handled by the firm.

PEOEFUEFIAEZGTH T L2 &, TORERFIEEZF > TR UL, EER
FOREIZIY EORRICEY b b Ot 25 2 &,

2. Report your review of the firm’ s complaint file(s).
ZTOREDOERE 7 7 A NVORERB R L RET DL,

3. If returned goods and/or documents for returned goods are examined,
describe findings. If not examined, so indicate.

WG K O/ AT S DFER 2 TE L7272 b, BIRFHARWT 52 &, AL s
DTGB DELET D Z &,

4. Report your follow—up of FDA-received complaints and action taken by the
firm in the complaint coverage box for each FDA complaint. Correlate any
consumer/trade complaints, Adverse Event Reports, MDR’s, MedWatch reports
to specific objectionable conditions observed

FDA 2332 1F HF 7= 5 DR 2 12D W T, FDMAETOERELIRI L complaint
coverage box |[ZFEHEI SN TWAREICLIVIOLNTZT 7 v a oW T, BHFHAE
LR EwmET5HZ L,

5. Enter the Suggested Follow—up Disposition for each FDA complaint covered
during the inspection.

AEPIZIHHA L7 FDA BRI TSR ORLIZHONT, 74 =T v 7257
NEPRETOIRNEEANTT D,

5.7.3.7.11 — Recall Procedures [EJYXTFJE

Describe plans and procedures for removing products from marketing channels if
necessary. If these procedures are in written SOP—-type format, you may reference
any copies obtained to aid in your explanation.
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MBEIRGAICEIL Z GETF v VRN B RET A AOHB L OFIELZLHT 5, ZhbD
FIERLELSINTZSOPDOAR 7+ —~y FThHDH bR, SAZHEIT28ICATL
TS0 at—2SMRERNE LTI,

5.7.3.7.12 - Objectionable Conditions and Management’ s Response R{DH 5 INEE
WEBLE D[R

If any observations were provided to management in writing (for instance, via a
FDA 483, FDA 483a, or FDA 4056) at the conclusion of the inspection. list each
observation. For each observation, provide information organized under the two
headings, “Supporting Evidence and Relevance,” and “Discussion with
Management” below.

EEHL THRCBISR FHEAEHEICCET (B 1E, FDA483, FDA483a, BV X FDA4056) %2
L6, FBEFHEZY A MIT 5, FBIEFEHIZOWT, UTO 250K L 5
fHiFo=eF o A LREEM ) RO TEHELDOT A v a ] THERESNHEREZ R
Tk,

NOTE: Observations of a verbal nature (including non—reportable observations and
discussion items) should be reported in sufficient detail under “General
Discussion with Management.”  (Correlate any exhibits, samples, etc. to any
“verbal” observations).

I O COBREE @5 LAVEREEERUEWR L-FH) (IEHEE L o—BROER
DETHRSICHMIMET S L (DECOBEFENFIHE. MENLORK, o7
NELESITHZ L)

5.7.3.7.12.1 — Supporting Evidence and Relevance EftiTD = F o 2 K OESE M
You should adequately describe the observations, evidence, and their relevance
on the FDA 483, FDA 483a, or FDA 4056. And provide any additional information
needed to support those observations. For example

FDA483, FDA483a, HiU E FDA4056 (ZBW T, BEFIH, — T L AN OZN 6 OB
MW TMT DL, T LT, 26 OBIEREEZ BT 554 2 LERBINERE
T sz e, pzIE

+ Identify specific pages of exhibits and/or samples (e.g., procedure
title, section, paragraph, sentence), labeling text, interstate
shipping records which in your judgment document violations so
supervisors, compliance officers, and other reviewers can readily
evaluate your evidence

BIRKDFE Y RX— U L/ XFH 7 (B2, FIEOFRK, B7 3>, B
P, ). FROXE., MEEFE=NHHMOFET, 5. compliance

of ficer tHDMBEE N N O ET LV AR TE D467, BN AR L
TWD L TEDH D)
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Describe verbal statements (verbatim if possible) by firm officials
having knowledge, duty, power, and responsibility to detect, prevent
or correct the apparent violation.

ST, BIREAEECA BRI L. IR L. RIET 5 Mk, AEl. MR O A
HTHRMERNE TR~ 2 & (RRREA. Bol- S EC) 2
+%,

Identify the responsible party for each apparent violation (if known.)
B DO RAIZOWTELEN D DM ERET D HIFLTW\b e bld)

Identify which team member (if applicable) was responsible for the
observation.

EDOF—hA N — (FATHHE) PEBRFRICETEZET 50707,

When appropriate explain how this observation relates to the overall
situation, for instance, its impact on the product, batches, or lots
involved, and any relationships to other products, processes, or other
FDA 483 or FDA 4056 observations.

BAEICED ., ZOBEFEENESERORBIC EDORRIZEE L TW A 2055H3 5.
Bis. ZNOBE T8, Ny Fedinide v h~OR2 RO , F
JIEE VN At o> FDA 80 N3 FDA4056 DOEIZZHIE | %F 3 A (] & 2D 288

The duration of the problem.

Z DORIEDFioe HIH]

5.7.3.7.12.2 - Discussion with Management: BfEH & D

Report management’ s response to each specific observation.
il % DBERFIHIZK T 2 BB ORZELH|ET S

Report, time frames given for corrections and/or corrective action, if
provided.

TR LIct . BREXGY/ UTRIELE DT DIZH X W2 RET 5,
Report any disagreements with, or refusals, to correct the observation.

B FEHDORIEIZFEE LR o TG B8N IES L2 Ha il W T

Specific to medical device inspection reports: [EJEMEIRODOAELEZWE I TE DIHIE

For each observation based on sampling of records, indicate which
“Sample Table” and level of confidence was used, and the actual
number of records sampled.

If the number sampled is different than the actual number reviewed, so
indicate.
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5.7.3.7.13 — Refusals {7

Refusals are documented in eNSpect and should populate in your report. Provide
additional details, as necessary, such as, who made the refusal and, if
available, why the refusal was given.

fEAIE eNSpect |ZREER L, MEFICANT L2 &, LBEIIGL T, #NTOER T2
. £ L TAFARETHIUT., Z DIEE R R SN NFEOBMOFFMFHRATLAT S
Z&,

In the case of drug and medical device inspections, provide full details of all
instances of delaying, denying, limiting, or refusing an inspection.

23 N ONERHSARE 2R OBE . A BETORTOEREDORIE, ., HIRSRWITES
DFfM A LT 5,

5.7.3.7.14 — General Discussion with Management ‘&BEE & O—KHIHR

1. Report the names and titles of all individuals present at the close of the
inspection, including those present via electronic media. If someone
participates via electronic media describe type used

BIAT AT H2ED T, BEOIa—V0 T —FT 4 IS MLTZE2TOAND4
A e 2 MET D, BIAT AT TEMLIEANCOWCTMERLIZAT A T OX
A T EREHT D,

2. Include the name and title to whom the FDA 483, FDA 483a, or FDA 4056. was
issued.

FDA 483, FDA 483a, =il MI FDA 4056. 23 L7=s6c N\OARIEMA 2 & DD 2
&0

3. Provide additional discussion items not provided in writing at the
conclusion of the inspection, such as: questionable labels, labeling and/or
labeling practices; commercialization of products covered by IDE or IND;
fraudulent health claims; registration/listing deviations; lack of approved
PMA, 510(k), NDA, ANDA; etc. These include all verbal observations not
included, or meriting inclusion, on the FDA 483, FDA 483a, or FDA 4056 (see
IOM 5.2.3).

SEMD B % T~V FoRMEH R OV XX FRVEZEO KN, 1DE BV L IND *f 5o #l i,
O b, PR EERRFA O R R, BUEFTRE/ R Y A MBI D, PMA,
510(k), NDA, ANDA;ZEDARAKIR, &, HED I/ n—I L JIZBWTLETRNM LA
Mo T2 FIHIZ OV C OB O % a3 5,

4. Report all significant conversations with management or management
representatives to include descriptions of any warning, recommendation, or
suggestion given to the firm, and to whom they were given.
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ZOREFICB Z 2 o T A b D HERE, VTR E . 2L TENEHESICE
Iholehridd, BHELVZIEORBANL OBEBELRSFFLWRETHZ L,
Report management’ s general responses to the inspection and/or to groups of
items listed on the report of observations or discussed at the conclusion
of the inspection.

BTEL O/ INIBEFHOWEIZV A N T v 7 ENTWEH—@#HOIEH, divEs o—
DT —T 4 7 Tk LT EA~OEHEN L OERNISERETH 2 L,

Report if management was informed of significant observations that may,
after further review by the agency, be considered violations of the FD&C
Act or other statutes. Legal sanctions available to the FDA may include
seizure, injunction, civil money penalties, and prosecution. Significant
deviations observed during a foreign inspection could result in a
facility’ s product(s) being refused, or detained upon entry, into the
United States.

FDA TO W72 5 BAEDFER FD&C Act BVMIZDMDOIETER L7 D B2 HND
HENBRFRAEHE BT #RETHZ &

Report if management was advised that if FDA receives an adequate response
to the FDA-483, or other objectionable conditions, within 15 business days
of the end date of the inspection, it may impact FDA’ s determination of
the need for subsequent action.

TEFL T H D 15 H LA FDA 483 Z DD if £ L < 72U RAEIZ % L C FDA 23]
PRI S H LI A, & O D TELULE O VB 0| Wi |2 B89 2 FTREME N &
AZ EEEATRETHZ &,

5.7.3.7.15 — Additional Information IBIN{EH

1.

When issues with imported products are encountered during inspections, you
should document the product and foreign manufacturer in the EIR. Such
examples include rejected APIs due to nonconformance with the USP or
applicable compendium, foods without appropriate labeling, etc. Email a
copy of the EIR to fdaimportsinquiry@fda.gov and explain the reason for the

referral.

AL TSR I BE 9 2 AR L7256 . EIR IS O R U E RS ¥
RS DL, ZORRREIIE, USP 2 Oli% Y 3 2 ANEBMISAREGH OJFEE,
WO T RO, ENEENS, EIR O 2 —% fdaimportsinquiry@fda. gov
SEIZ e~ A—/L L, ZOHBZHHATHZ &,

Report any pertinent facts, which do not fit in another section of the EIR.
For example, this might include firm biosecurity requirements, and the
documentation of noteworthy travel logistics/issues, like detailed
directions to firms that are otherwise difficult to locate, lodging
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limitations in proximity to the firm, and locations where extensive in-—
country foreign travel from the firm to the hotel is required

EIR DDt 7 2 a ANZE ORI L NOE S 2 FEE2WET 5, Iz, |
TEATO AW FN R EVEO TR EE, K OFTHEZ MR 2 O 03 #E LW RIS T~ O FEH
723ENE, AT T OMEROFIK . SNETORERT &R T VORI R EBEO YA ENE
BhaNE LTI TH DL, SORET A HERT LOMESORER. %55
THA A9,

3. If photographs are taken during the inspection, include the statement,

“The officially sealed original copy and unsealed working copy discs
containing the photographs taken during the inspection are filed with the
unlabeled exhibits and attachments.’

BEPICEREZ RS2 63X, LToOREEAND Z L TAKXICEEZ LAY VT

ar =t BERPICR-EEREEZEGLEEZ L T RNWT —F v 7 a bt =0T 1 A
I NT VL OBRE ORAERE 7 7 A L STV 5 |

i

4. If electronic records were received on electronic storage media during the
inspection include the statement, “The officially sealed original copy
[USB, CD, DVD, etc.] [and unsealed working copy] containing the electronic
records provided by the firm during the inspection are filed with the
unlabeled exhibits and attachments.”

TEPICE L2 E LBEAR TR T2 GA L Foitd 2 Ans Z & TAK
WZEE LAY U’ — [[USB, CD, DVD, 2] [LH O A L TNy —x 2
o —] B, TAUVELOBRE OSBRI T s E R TS

If electronic records were received via secure transmissions to the FDA, include
the statement, “Electronic records provided by the firm during the inspection
were obtained via [insert description of secure transmission used] and true
copies of these files were stored on FDA servers in accordance with record
management procedures.”

EA L% FDA IC ¥ o TSR CZE L2 E. ITFoitdsz ANns Z &, i
BHER O DR SN BRIV X 2 T aEORRE Z ZICAND A TAF
L7z, ZLTINH 7 7 A /VOED 2 B —|X FDA OV — N —(ZFLEE B FIEIZHE > TRAT
INTWD, |

*The bracketed information should be edited based on the actual storage devices
obtained and if working copies were created

B ANOFRIIAF LT EEORFEAT S, RSN THRETHZ L, FLTUY—F
V7 ab—HER L0 (ZOXMEERI L LTWBE0OnbDERA).

For Medical device inspection reports: [EEMSISAEMAEEICEIL T
Include names and addresses of all applicable third-party installers or servicing
organizations used by the manufacturer. Include their responsibilities too.
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BLEEFT IHEDLN T2 TOREY T HMBA A b — NV EFRITEROL TR & EfTE
GhhH, WHODEBLEDDH I L,

For human drug inspection reports — PDMA Coverage: AFEIENOAELZHEIZEH L T—
Prescription Drug Marketing Act D#i[FH
1. Describe what sample loss, theft, or diversion reports were covered during
the inspection.

BEREPICY T AOu A B RO ORE 2MESR E LIohiiilid 5 2
&o

2. Describe the firm's sample audit and security systems, including a review
of the firm s SOPs. Significant problems that may contribute to the firm s
inability to adequately monitor sample distribution via sales
representative, mail or common carrier should be addressed under

“Objectionable Conditions.”

REFT O > TIVEE R OMRL Y AT L T ORITEFTO SOP DA %24 ) Tl
T 5, BEMYUE, A—L, WTEEEFHFEICL DY A A EYICE =
— T DR DORINZTFTFE L TV D MEZRBEICOWT T4FE L ki) 0T
EREYTDHZ L,

5.7.3.7.16 — Samples Collected £Ex L7-Y% > 7L

List the sample number(s) and describe each sample collected during the

inspection.

Yo TNEFEV AT 7L, BEPICER LY 7 VDR IZHOWTHIAT 5 2
&,

5.7.3.7.17 - Voluntary Corrections H FEHJEIE

1. Provide a brief description of improvements initiated by the firm in
response to a previous inspection, report of observations, and/or
regulatory actions.

AIEIAZZORR, BUEEFHORSE, LU/ UIATEL S U CTRIEFT 2 BlAA L
T E RO R e 2R,

2. Report voluntary destructions, recalls, and similar actions since the prior
inspection or during this inspection.

ATE AL DRSO I A RIAZE T O B BEEFE, RIUL OFRRLEZ ®i 95 2 &,

3. Report any follow-up to recalls identified during the inspection (may be by
referencing Attachment B recall report).

TEPIZZS SV T2EIR (Attachment B ORINHREEZ SR LI-FICL D THA D) I
KT AH7ra—T v TFNboT-blETAH L,

4. Include recalls to specific objectionable conditions observed
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BE LB EONMEIREEICRS LB EED 5 2 &,
5. Provide the identity of person(s) responsible for the corrections.
RIEICERZFSEDVETH LR 2 &,

6. Report any appropriate voluntary corrections in FACTS CARS. For human and
animal food inspections, report any appropriate voluntary correction in
eNSpect CAR.

] 53D 45 HESLED HAVT FACTS R IEABEREEMICRET 5228, AKX
OEMMA AL OBERIZOWVTIL, MHDE%Y 5 B FWEwEN HIUTE eNSpect DI
EALERSEMICHRET D Z &,

5.7.3.7.18 — Exhibits Collected UVEE L 7=RI#%
List all exhibits attached. (For assistance, see IOM 5.6.5 — Exhibits.)

WAL AE Y A N7 v 7952 L, CAEHIZ IOM 5.6.5 - Exhibits #2735 =
&)

Briefly describe or title each exhibit attached and include the number of pages
for each exhibit listing in eNSpect

AT LTS B O R 725t b sV IR RE & Fed L. eNSpect. [TV A R T w7 L1=Fk x4 DI
MOR—UFFERT &,

NOTE: For complex inspections, a cross—reference from the FDA 483, FDA 483a, or
FDA 4056 and verbal observations to applicable exhibits and samples can be useful
during further review.

Y HME/ RSB LT, FDA 483, FDA 483a, or FDA 4056 M OV SEEHZ2 918 L 3534
DR O T O AN EDRDOBEDT-DICHER LRV ES,

5.7.3.7.19 - Attachments &£+
List all attachments. (For assistance, see IOM 5.7.5 — Attachments.)

ETORMNERZ Y AN v 7 T52 L, CEHIZIOM 5.7.5 - Attachments &3 5
&)

Briefly describe or title each attachment and include the number of pages for
each attachment listing in eNSpect

BT LT B IR E B O R 72 LR SO IR A2 FL# L. eNSpect. (T A R T v LI Rx
DIFERDON—TFFE -T2 &,

After issuance do not number, alter, or label FDA documents (for example
assignment memos) or forms (for example, FDA 463a, FDA 482, FDA 483, FDA 4056).
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T IL FDA 30 (B 20X, B0 Y TONTAEEICEI T2 AE) gouvidES (B2 1X, FDA
463a, FDA 482, FDA 483, FDA 4056) (ZFE A OIF-0, BHLEY ., TNV ERRETD
A AN

5.7.3.7.20 — Signature &4,

All participants will sign the final narrative portion of the EIR. (Refer to
current eNSpect user guide for guidance on electronic signatures for multiple
participants.) In rare situations (for instance, in situations of extended leave,
retirement, or deployment) a participant may not be available to sign the EIR.
These situations should be documented in the endorsement

ETOSME (EEE) LEIR ORKRRDHICELT D BEOSMEDEFELIZOW
TOHA H AL LT eNSpect 2—W—H A ROEHFNEZSRTHZ L), FioRticBun
T (FlxiX, BHIRR, BE, AdiE (EEL?) O HASME X EIRICEAT S
FIEUDNRWEERH D, 2o OEAIIARM Cildkd 5 2 &,

In some cases, electronic signature by all participants is not possible. An
example as to how this can be accomplished is to forward an electronic “draft”
copy of the EIR for all to review, then followed or accompanied by the original
signature sheet. When signed, return to the lead investigator for uploading into
eNSpect.

HHGEITIE. ETOSMEILLIDBLFELDARRTRVWEENRS D, Tie: EORRIZSE
TEIE/TEHENEVIHIE LT, EIROE R TRZ77 8 av—z2RE0C-HIZEEICHE
L., ZOH%EWERTZ 7 MM LTIERDEL Y — 2T W) ERDH DL, BAHS
Ni-oH., FEBEEEFICE L, eNSpect. 127 v Fa— K45,

5.7.4 - Exhibits BIJ#%

Exhibits are materials included with the EIR and collected from the firm after the
inspection is initiated and before the inspection is closed out. Impressive exhibits
are extremely effective and important forms of evidence to establish existence of
violative conditions or products

BIREIZ EIR 123 £, BEBMENOERNZE T T5F CICR-EF N OINELT-EEITH S,
FIRI 72 BIRRITER &5 2 B RIS OIFE 2 fEsR 3 5 A R I R CEE /22— v
VADILEETH D,

Collect only records and documents that are relevant to your inspectional findings or
are required by the assignment or Compliance Program. Exhibits should contribute to
the objective of the assignment, clarify the report, and clearly document any
violations. Exhibits include flow plans, labels, schematics, layouts, batch records
and procedures, etc. Reference and explain exhibits in your narrative report. Copies
of procedures, patient records, etc., which do not serve as evidence of a violation
should not be collected unless you are directed to do so. Both electronic or physical
materials that are collected from the firm, and are not needed as exhibits, should be
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destroyed in accordance with FDA Records Management Procedures and program, division,
or office policy.

TECTOBEFHBE I EE NI T ITA T AT 07T ML DV EREICE#HT 55
P OVEEZIET D Z & BIRIE, B0 R, MIERNRICOWTHEICT D5, KI5
MDOEFNZ DWW THIEICSCELT 2 FICHGFTLHLOTHD Z &, BRI, X, F-L,
BIF, BlER, Ny Fra—F KOFIEE, E25, b AsmE sl TlE 2R LUE
HT D&, EXOTET VA LERLBRNWFIESCEETLEF T ZNEZERINARWIR D ITIE
LN Z &, BEEFTMNOIE L= Bk E L CHUREDRWE I, WEEEHIHZ, FDA @
FLBKEBLFRIEE O T B 7 T A, T o E Y a vy, NI T 4 ADOFEHTHES THFET H Z L,

Labeling exhibits should reveal the entire label and must be legible. Generally, one
copy of the label is sufficient, but check with the Compliance Program and/or
assignment. (See IOM 4.4.7 for exceptions.) In addition, the label, labeling, and
promotional materials are a critical part of determining a product’ s intended use.
As such, you should follow this guidance:

Bk E LTOTUEEERZDNDHDOT, AR b0 THDH I &, —HIZT D=y
— 1 TCHESTHHIN, AT IAT A7l 5 AWM EEEF v 73528 (ToM
4. 4.7 DHFINE LS, AT, Z-90 R, KOERGEEEE NI OB T 2 H
BWEWRET DHICEHERB Y THD, LoT, ZOHA XL RIS Z &,

e In instances where a regulatory action is being considered based on product
labels, labeling, and/or other promotional materials, including any Internet
websites, you should collect all available documentation. This includes all
written, printed, or graphic material on the immediate container of an article or
accompanying the article (the product’ s label and labeling, see FD&C Act, 201 (k)
and (m) [21 U.S.C. 321(k) and (m)] and IOM 4.4.7). Accompanying labeling could
include brochures, pamphlets, circulars, and flyers, as well as audio and video
files. Use good judgement in collecting this evidence. If you are unsure, contact

your supervisor or compliance branch.

Ui 7~ bl ROV XX T = 7 A MR OGN O hOFERE DT, Z0f
DOIRFEEEEBHI DWW TITBL N B E I N TV DA 5HA. ATARERETOLELRIE
THZ L, U, 2ToXE I h, HR S22y, B0V O EEER AR E
VAT B (LS5 ~UL K OFRMBE, FDC Act @ 201 (k) X2 Ot(m) [21 U.S.C. 321 (k) fx X
(m) ] &Y TOM 4.4.9.1). 28) IZhHHHERITFHFZ DHR, Z&Te, WMNEAMEHT, 4 —
TAF - ETHETrANOa—E3R, TavaT— N7y b FIUVEEEGH
1525, RHEPRGEIL ERISBWZ 2 T T4 T U AEHBFIC a2 M THI L,
e A thorough review includes a review of the firms’ internet presence. If

information found there relates to any violative conditions observed or other

concerns you might have, print and collect any hard copies of the relevant
webpages and include them with your report

WERZRBAIL, OO 7 —Fy FTORE (&) OfEEZEZT, TI TR
TGP B SN TE L BN 2 RIHD 5 WK C 22 DM OREITBEE L TWD e b
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E. BEES MNP0 2T R=UDON—Fabt—zUEL, TALEZREICETDDZ
ko

e In cases where there may be a dispute about whether a product is a drug or a
dietary supplement, you should collect all materials claiming a product can be
used for the treatment of any disease.

HIENEKLTHINE A XY =T U X N THINERND Dm0, BB H )
DFEIFOIBRBEIHEH LSS Z L2 TFREL WAL ETOEREZINETHZ L,

Pertinent portions of exhibits in foreign languages should be translated, especially
if they document violations, unless extenuating circumstances prevent such
translation, A statement regarding who provided translation on the documents should
be included in the “Administrative” section of the report.

%I;®ﬁﬁ® SMT L TR T D 2 L. KR, FNUHDNERIZONWTLELE LTWDHE
BRI REFIRTEOL ) RBRETRETRNE W) FERNENRY, HELNFHER AT 72
W+ 22T — AV e, REEZEOFBENFHEOE I a  ilghb i L,

For photographs included in the report see IOM 5.6. 7.

WEECEOLIEEIZE L TIXIOM 5.6.7 &M,

Exhibits are identified and included with the final EIR. Electronic labeling should
be used to identify exhibits submitted with an EIR. Identification should include at
least the firm name, FEI Number, date(s) of the inspection, the initials of the lead
investigator, exhibit number, and page number(s) (see IOM 5.6.5). (Also refer to
ORA-00-0004 — Using eNSpect to Create, Store, and Preserve Electronic Records
Associated with an Establishment Inspection Report.)

BIEIXFRB 21T > T EIR Sz & D 5 2 &, EIR IZHEH S 7=BIk 238083 2 & 12 E
RY T eRANWEZ L, BNIRIEE, &4 . FEI(FDA Establishment Identifier) 7/
—, WA, EEEREOA =2y, JE S, X—UFEEEZ L (IM 5.6.5%

), (BUEPTAZSME I O B lskOIER. RAF LR OERED T2 D eNSpect O FHIZEET 2
ORA-00-0004 & ZH4),

Exhibits do not include FDA forms, copies of assignments, or information obtained
outside of the firm. For example, website downloads using a computer that is not
traceable to the U.S. government, printed prior to the start of the inspection, are
not exhibits.

BIFKIZIZ FDA OEAFE, [0 a v —, BEFT OGN LEEHRITE 72, Bl2E, KE
BN L —ATE 72V aryEa—42HW e =27 %A hOX T m— KT, BRI
7Y R ENTE D ORI TIE R,

Exhibits which include medical records obtained during an investigation or inspection
should be handled in accordance with current personal privacy disclosure rules. Such
patient records should remain intact and stored in the official files. All external
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requests should be handled by the Government Information Specialist who handles FOIA
requests.

TEPIZAT LIz ERLEZ S 0RIRIE., BFTROBEAN T Z A R —BRL— U HE > THULER
THZE, TONRBRELHRIITFZ2HANTIARN L7 7 A NVTHRGET D Z &, 2 TOHNEND
DOURFEIL, TERABIEICIE S EEZ T ) BFOEFR AT v U A MZ LB Hbid
Z &,

5.7.4.1 - Electronic Records as Exhibits and Attachments WRHEKE NHRATEREE L TOE
S-EoER

Electronic records included as exhibits or attachments to the EIR should be stored to
protect the integrity of the data. (Refer to IOM 5.6.11) Electronic records should be
protected from degradation, including preventing exposure of the electronic storage
media to extreme temperatures and magnetic fields if necessary. Additional
precautions to preserve the electronic records may be required, and you should be
guided by your program division procedures for handling electronic storage media.
(See IOM 5.7.4 Exhibits and 5.7.5 Attachments) If electronic records were obtained
via electronic storage media, do not scan and upload the FDA 525 or envelopes
containing the USB, CD, DVD, or other storage devices containing electronic records
to eNSpect. The actual records included on the storage device and uploaded into
eNSpect are the official exhibit. The original officially sealed storage device and
unsealed working copies should be included with the unlabeled hard copy exhibits and
attachments filed in accordance with applicable procedures. The following statement
should be included in the Additional Information section of the report: “Electronic
records provided by the firm during the inspection were obtained via [insert
description of secure transmission used] and true copies of these files were stored
on FDA servers in accordance with record management procedures.” (See I0OM
5.7.3.7.15)

EIR IZBIMRB T E R e L THEENDEFRldkIT — X Oz R#E L CTRFT 52
L, (IOM5. 6. 11 M) B TH72R R IBELAR O R 72 IR & ORR A~ D BB A2 I 52 &
T, BT EZEENOTFHLZ L, BTG T OT-OICERIEEDMLETHAH, &
FROEAAR D E Y P B L CHTEERE @ program division DA A RIZHEH Z & (IOM 5.7. 4
Exhibits K& TN5.7.5 Attachments ) & 7-5iék% B 1o BBLARE B CTHUS L7284, FDAS25
U MT USB, CD, DVD 8V MEZ OO FiidkE G A TWDHREEHAT A A2 Ebhicomr Xa—
7 (BRSNS HIEER) 2 AF v L TeNSpect (27 v 77— RKLARWZ &, LET
INA ANZEEN TV T eNSpect. (27 v 72— RN EBEOFEKITIAXDRKTH D, 4V
FILDOARIC L — NV ENTEZET AL A/ — L ENTRNWT—F vV abt'—% %415
FINEIZHE > TT 7 AN ENTZ T IV EAT TRV AN— R a3 B — O RIH K OVRAHEERE L 280
HZ &, LFOAT—MAV ME@EEOBIGEFROEZ > a i bl b [BEEHRICHE
Frk v EHENT-E eI FEH L7 secure transmission 2 Z ZIZFEAT A 1A TATF
L. IN6DO7 7 A /VDOED 2 B —[F5HE B TIAIZHE > T FDA DY — N—TRAF S 3177
(IOM5. 7. 3. 7. 15 & 1R)
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*The bracketed information should be edited based on the actual storage devices
obtained and if working copies were created.

o ANOFRIZIAFE LTZEROZTIET AN AEKESNWT, 2L T —F o Fab =2k L
T aICmET 2 L,

For information on handling photographic or video storage media, see IOM 5.6.7.5 -
Preparing and Maintaining Digital Photographs/Video as Regulatory Evidence

BEHVIE T ADEEAZH S FICHOWTORFRICEE L TiX, TOM 5.6.7.5 O [THHNIZEES
HILEF U AL LTDT 4 PHNVEE/ T FOVER L ORIE] 25,

5.7.5 - Attachments ¥RATEE

Attachments are defined as any materials not provided by the firm during the
inspection and referred to in the EIR, such as assignments, Center—provided
protocols, website information printed during inspectional preparation, etc. Non-—
evidentiary materials attached to the narrative portion of the EIR should be
identified as “Attachments,” in the same way exhibits are (see IOM 5.6.11.2).
Documents attached to the EIR may be referred to under the attachments heading, such
as a copy of the FDA 463a, the FDA 482, FDA 483, FDA 4056, etc. (in form number
order), but such documents/forms may not be numbered, altered from their issued
state, bear adhesive identification labels, etc. List and attach copies of associated
reports (Recall Attachment B Report, etc.).

MMIERNL, EBE, try—nb3manizrn ha—n BEEFPICTI M LEY =
THA FOBEHRFED, BEEPIHEHTNSRE SN B DO TRWMITS OB R T, EIR IZHW
T2RESNTZER TH %, EIR ORI IR ST BT U A TIIARWERHT, BIHET/T
SO L FERC TIRAPEEH & LClBIT 252 & (ToM 5.6. 11.2 28), BIR ICHRfT S /- 30E
IXIRTERI O A Lo d & T, FDA 463a, FDA 482, FDA 483, FDA 4056 (FEXFE S OIAT) %
DRRIZZIM L TRV, T 63CE/FE IR ST, FBITSNIREN O OLFE . @A ORS
BT IVOMST, FaATbRnZ &, BMETLIHEEOa L — (BHREDT 2 v F A b
B, %) ZVA N v T LEMNTDHZL,

5.7.6 - Endorsement ¥irEDHKER

Supervisory investigators evaluate inspection findings, determine the classification
of the inspection, and recommend an action, in accordance with applicable compliance
programs, assignments, or policies. They also determine or approve final content of
the endorsement of the EIR. However, investigators should prepare proposed
endorsements for their supervisor. Endorsements should fit in the available space
provided in eNSpect; however, if the endorsement exceeds the character space provided
in eNSpect, a separate endorsement should be prepared, fully identifying the firm,
with a summary of the endorsement included in eNSpect. The eNSpect endorsement field
should indicate that a separate endorsement has been prepared and uploaded to
eNSpect. The eNSpect Record will be used as the endorsement and routing document to
accompany the EIR. (See also IOM 5.7.3.3.)
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BEFOFHEIEL COBSEFHEELM L, ALBEROMEAREL, @HTI 2T T4
T AT T T A AR, BINEHTEHIE > TREICOWTIRE T %, #5613 X, EIR DGR
MDOIRAENE I EBVNIART D, L, BAEEITEHEICLDKBMOREENRT 5 Z
Lo TKFEMEIL eNSpect ITH D AR—RITINESLZ & ; Lo L. eNSpect (T D AX—RA%E#iz
D6, BLERTARFE L. eNSpect (26 F 12 AR *%@ik&)é’&?@f%'hi P2 ER T 5
Z &, eNSpect OAGEMADE /3T BIEAGEME A VERL L eNSpect 127 v 7' m— N L7722 & &R
Z &, eNSpect Record iL, AGBMAN ONEIR IZHMfTT 2 XEONL—T 0 7 (RRIEEHIE) & LT
HunbinnsTdsdH, (10M5.7.3.3 ZH)

The endorsement generally contains the following information:
REIT I T oERE & T

1. The reason for the inspection (for example, the workplan, or assignment from
headquarters). State the subject of the assignment and reference

BROBH (B 2F, FEHEE, BT DO, EHELOSR), (E50 M
OZREEHZ SV TREHT 5,

2. A brief history of previous findings (for example, relevant FDA 483, FDA 483a,
and FDA 4056 observations, and/or discussion items), including classification of
previous inspection, any action(s) taken by the program division, and/or
corrective action(s) taken by the firm, in response to inspectional observations
from the previous inspection.

IR OB EIRO PEERE (Bl 421EX, %2495 FDA 483, FDA 483a, M UNFDA 4056 CTOD
BEER, RO L& Lt%lﬁ) . HIJ[E]E SHEROD T 7 AFE, v/ 7 Adivision I
KOO EONE, % L/ XITRTEIAELZE TOBIEFHIIS L CRLERTIZ L 0 B
DIV R AL E

3. A concise summary and evaluation of current findings and samples collected.
SR OBEFHEO TR E L LFHll, MO L7,

4, Refusals, voluntary corrections, or promises made by firm management.
B, HERRIE, SRS OFEE LY 2SN TKR

5. Any FDA-received consumer complaints covered during inspections.
FDA NS T2 B E DB OFEE TEEPISRAE L2 b D,

6. Classification and follow—up consistent with inspectional findings and in
accordance with applicable compliance program, assignments, or policy. Action may
include notification of other program divisions and headquarters as warranted.

BETOBIERFEIZ L, B8 T2 T ITAT AT T T A, fEESNITHEITHE
STEBEEROGEIL 7 a0 —T v 7, 77 a3 hd program division X ONGA I
£ 0 AREA~D @I & G e,
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7. Distribution consistent with program division policy and the requirements of the
specific compliance programs.

Program division D5 KOG ED 2 T T A4 T AT 0 75 AOFEREFEIZ L7/
Ao

Note: When endorsing in eNSpect, include notification to the Division of Import
Operations (DI0) at fdaimportsinquiry@fda. gov when any violative, imported products are
identified.

¥ : eNSpect THKGRZAT 9 BRIZIX, (0] &2 DiE i AL 23REE S L7854, Division of Import
Operations (DIO) [Z fdaimportsinquiry@fda. gov IZAWTHRATHZ &,

Note: In rare situations (for example, in instances of extended leave, retirement, or
deployment) a participant may not be available to sign the EIR. The supervisor should
state in the endorsement: “endorser acknowledges the inability of the participant to
sign the EIR due to unavoidable circumstances.” (See section 5.11.4.3.21)

E o F7RIIC BT (Bl 0E, BRI, GBER. B ITECE ) AESINE ) EIR LB 4
TERWEAND D, BHEIIEKBMIAW T T 25842 Z & [HEEREITRESMENR
AEEOIRTNZ LV EIR ICBAL TEARWZ 238 5) (B7 a3 5.11.4.3.21 )

The existence of Personal Safety Alerts (see IOM 5.3.1.1) or Personal Safety Plans
(see IOM 5.3.1.2) pertaining to the firm should be included in the endorsement
section only, not in the EIR.

F OBREFTICAR DA DL BIT A4%E (TOM 5.3. 1. 1 &8R) s X A oZ2423Hm (ToM
5.3. 1.2 ZH) DNHFEIEL TWAEAIL, EIROFTRIKBEDE I a v OIRTEDHZ &,

The endorsement should be updated to indicate if an amendment to the EIR (see IOM
5.7.7) or an amended FDA 483, FDA 483a, or FDA 4056 has occurred.

FOMHIL EIR IMEIED A » eI F N E R 728, 8V % FDA 483, FDA 483a, B\ & FDA
4056 DIEENRRE LTSGR T v 7T — 952 L,

PROFILES: Updating eNSpect with the Compliance Status for each profile class code
associated with the firm' s operations and/or products is the responsibility of ORA
and Center investigators, supervisors, and compliance officers. (See Exhibit 5-14 for
more information on profiling CGMP/QS Compliance Status.)

TarT7 7 AN TORGEFTOER KO/ UTRTIEI KT a7 7 A Ao — NICBET 284
PRI HOWT eNSpect 7 v FF— FT5HDIT0RA KB ¥ —DOEEE, EHEL a7
TAT AT T 4 —DHYTHS (GMP/QIS D SR T 5 5 72 A T HIZ SOV Cidsl
K 5-14 25 HR)

5.7.6.1 - Reporting Verified Corrective Actions MfE S 7= & FALE O

A compliance achievement, also known as a verified corrective action, is the observed
repair, modification, or adjustment of a violative condition; or the repair,
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modification, adjustment, relabeling, or destruction of a violative product when
either the product or condition does not comply with the acts enforced by the FDA.

BEEESNT-RIEABEE LTHEHONTWA AL T4 T U ADER EV D O, B Tk
WOMIPBFEFDAIZE Y B SNDERIZEES L TV WEEIC, BEL, dfE, ERCIRED
T W EK RS OB, K&, T, BEROR, lWVITREENRINDIFETH D,

eNSpect should be used to report any verified corrective actions that are not the
result of legal actions. See Field Alert 63: Observation and Corrective Action Report
and Corrective Action Report New Expanded Functionality.

BRIy DFEFUN O RRRE S V72 B IEALE % W59 5 1213 eNSpect & V5 Z &, Field Alert
63 D Observation and Corrective Action Report and Corrective Action Report New
Expanded Functionality. Z &R

5.7.6.2 — Reporting Criteria iy ILuE
There are three criteria for reporting: ¥EICEIL T3 2OMRUEND 5

1. The detection or identification of the problem. A problem may be observed by
the FDA, other federal officials, or by state, local, tribal, and territorial
(SLTT) authorities referring them to the FDA; or as a result of an inspection,
investigation, sample analysis, or detention accomplished by ORA, or states
under contract to ORA.

MO B TR E, R FDA, fLOEIRE I L > THEZ SN D56, gz
AUOREA FDA IZHBT LTV DN, H5, fik, L% R (SLTT) Ickv#lgsinsd
Tra. I, ORABWE ORA EDWHED G &I TN -&E, o T Ao d 50
HOEZO-RBIEINDIGERH D,

2. The correction of the problem. The correction is directly attributable to the
efforts of ORA or state officials under contract to ORA (involving contract
products only) and is unrelated to the filing of a legal action, such as a
seizure, prosecution, or injunction.

RIBED R, ZIEIX ORA OFRE NI ORA & DWED S & TD (HEL TV AL D
) INOFERE OB N L2 DT, ZLME 2, %, ZLIEDMSEDOENHE O
e EER D D Th 5,

3. The verification of the correction of the problem. The correction is verified
by the FDA, other SLTT authorities and reported in writing to the FDA; and is
based on an inspection, investigation, sample analysis, or letter from a firm
to FDA certifying the problem has been corrected.

RO B IEOREE, BIEIX FDA, Z O SLTT Y452 L 0 MREE X 41, FDA I EH T X
nNo, T LUTHEE, Vo7 umhr, i8S 5 FDA ~ORBENNZEIE I 72§ &5
B 5ERICHEKS L,
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5.7.6.3 — Data Elements 7 —#4 D

For instructions on entering corrective actions in eNSpect, refer to the user manual.
eNSpect ~DEIELED AN OFAICE L Clda—Y—~ =27 L2 S M,

For instructions on entering corrective actions in FACTS, see Exhibit 5-15

JEIEALE 2 FACTS IZ AT 2 2 L2 DWW T R BRI 5-15 2 S,

Only when the corrective action(s) has been verified should a FACTS CARS be reported.
The data elements are those entered/coded in FACTS (See IOM Exhibit 5-15) and include
the following:

T EAVE DSRFE S T35 B DA FACTS CARS 2G4+, T—% & L TRAIROEREIL
FACTS I A1/ 2 — R{EL7=H @D (IOM BI#E 5-15 88) T, U TF&2&ET

1. PAC. Should there be insufficient space to code all corrections verified on an
occasion, record the most significant corrections.

PAC (Program assignment code), & 2MERITHGEEL7=E2TORIELELY 22— NMET 5
WIEAR—=ABAR TG THLH20IE, ROBEERBELTERTH L,

2. PROBLEM TYPE. The problem type is the problem(s) identified during the
operation(s). Use the List of Values (LOV) found in this field on the
Compliance Achievement Reporting Screen. If “Other” 1is chosen, you should
include an explanation in the “Remarks” field.

RIED X A 7, B X A FIIEEPITRESNT-RETH S, Compliance
Achievement Reporting Screen LD Z D7 ¢ — /)L RIZH 5415 List of Values (LOV)
ZAWSD Z L, [0ther) ZBIR L7272 51E, Remarks D7 4 —/L RIZEAZWILD Z
E,

3. CORRECTIVE ACTION. The action the establishment took to correct the identified
problem. Use the LOVs found in this field on the CARS screen. If “Other” is
selected, you should include an explanation in the “Remarks” field.

FEIEALE, B SR Z R IET 2 A2 0ERTNE->7-7 7 > 3 >, CARS A7
V=2 FOZD7 4 — )V RTRHLZLOVSs W5 Z &, [0ther] Z&E LI-HA.
[Remarks| 7 4 —/V RIZiiHZ WA Z &,

4. VERIFICATION DATE. Use the date the corrective action(s) is verified, either
through an establishment inspection, an investigation, or a letter from the
establishment certifying the corrections have been made. Include documentation
to verify the action such as repair receipts/plans.

FREED B, SEIEALE 2SS AT A 228 T BRGERT N S O FIEALE 21T > T E A LT 5
EIRDOMANMNZ LV BFES - B2 WS, EFROMEIE/FHE% O ULE 2 BiFEd 5
TmODLEEEDDH I L,
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5. CORRECTING ORGANIZATION. The FDA, other federal agency, or state or local
authority, which observed the verified correction. Use the LOVs found in this
field on the CARS screen.

FEIEZ T > TV D4k, FDA, ZOMEFY R, S0 TME O THET S /T, MEES
P RIEAEZ 7T —T U= %JE, CARS 227V —2 ETCZD7 4 —)L RIZBWTHRD
T2 LoV WA,

6. REPORTING ORGANIZATION. The FDA, other federal agency, or state or local
authority, which is actually inputting the verified correction. Use the LOVs
found in this field on the CARS screen.

W L TWDHHRR, FDA, & DAoE Y R, BOWIFMNENTHITT S /T, FEERITHREE L
T B IEALE 2 AT LT 5 Y,

7. REASON FOR CORRECTION. The action the FDA took to make the correction happen.
Use the LOVs found in this field on the CARS screen. If “Other” is chosen,
you should include an explanation in the “Remarks” field.

FIEOPH, FDA BN IFEFFEI T A0z 7-7 7 a2, CARS AV J—> T2
D7 4=V RIZBWTHDITE LoV 25, [Other] #3BIR L7344 . Remarks| @
74—V RICHHEZEDDH Z &,

5.7.7 — Corrections to Endorsed Establishment Inspection Reports
SN ROET RS E EA~DOEIE,

If your EIR requires correcting or clarification after it has been endorsed, an
amendment may be prepared at the request of your supervisor. Amendments should only
be required for significant errors or omissions, regarding, for instance, dates,
names, lot numbers, types of operations, or any grammatical errors that change the
intended context of the report.

B UG SN RIC EIR ITEIESRVIIFAN ML ERGA . ERIOKE CIEEREZERLTHE
W, [EEIZ. BE 4Rl vy bES MEEDOX AT BWITHREDOEXRT D IREZE 25
723k LT —d IR TIZOWTOARMETHDH Z &,

The amendment will be written using the original EIR as the starting document. The
word “Amendment” should be placed after the words “Establishment Inspection
Report” in the header. A sequence number should also accompany the word Amendment
(example: “Amendment 1” ). Ensure any changes you made to correct errors in the
text of the EIR remain visible; additionally, embolden all additions made, and strike
through all removals made. The amended narrative report should be processed through
eNSpect.

BEIHEOLEL L TOLY VFIILOE I REHWTEH#H IS, [Amendment | DEEIL~
& —C Establishment Inspection Report MEEDHZAIZANSD Z &, Amendment DEEIZHE = &
T A2 L, (B Amendment 1.), EIR DT H A M TOZT—%EIET D AT =40
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ROEELHBRWRTHLIELIRGET D2 &, A L7-5Lilb A FLERkIT eNSpect A8 U TN
HZ k&,
The amended operation must be endorsed. At the beginning of the endorsement text,

indicate that an amendment has been made to the report with a brief explanation as to
why an amendment was necessary and if additional documents were added to the report.

EIE L7z operation IZAFRZZ T 21T L2 5720, KERDOT X 2 FDOIEDIZ, [AIEIEEN
BWCHS DO TERHH L (TleREEICE 25 BT EN I N3 2 TR,
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72— NABODHFERCINZ. FECABUCBN LB OERAHOIKESE(CL
T BRCHIZENEIZIEROFRGEEOET FEIRFIUI.
BB, FAFLERCBART -7 —-HIEDOBANREOLIEZZIIT, TOBRAEE(C
DVWTEESHTIRFTUIZ,

RARER .

IBERBITROITEDE F(E. [BARR Warning Letter FIE 1. [GMP EA&MAEHERON
FHIE (—HRLHA) 1. [GMP BEMARRBROATSIE (FRERER) IKRUTGMP
B/ CAESBHIOHREFIE (ORANGE letter EDOFE) ICHFELT. BHILRIERZBAE(CL
e ET. BRSE. BRIBER. BRIBBEIOOWVWTEIELZ, ZORBRO—EIOOVTERIRISTRS
W BIZELLT 0@ THD.

1. BZAKR Warning Letter $IE

1) B#/%R
EERELEFRICHIFIRIEN IEO—TEDHEECRUEFRD GMP BIEDiiEZH
ET D,

2) BRIBHROAE
PR (—HEFHR) 95,

3) FRID2mEIFHR
FHEPRICXIL T GMP MEEDHIEN SN2 RBIR7EHREL THIIRT 2.
FRIDIERE HUXBETOBERELT, [REEEERE (B | [&E
FEZOMERR] [RAENREOEFROFRTEN - FRTEE ], [FAEWRESFOFT
o]- &k (BF) &S], [FF0]/RERXD . [FF0]/53EM 1z, FA@EsT
EORMLEBOIRAE (IRE) OERMABTOEHREVT, [AEEEZHAEERT Gh
/Z8E) -EHR-XDEF0]-69 FARABDRIE . EMUIAEEEN PMDA £
(FECOEBBRTRTHDN. BlCHAE (RE) H/ERENBCEMATNER
A CHINDIERZHRUZ LT, MESHEDFRRICINZT, MEEOIREE
O EE O M IERUPEE O MEEIEF 2D ETORIBELED THR
FBHEH(C, MESOIRMLUDOWVWTERIRT %, B8 EEONMSIERUFTIEE
OAMBBIEZORIRICE., SRERNIECRVESIC, BB THEHAZENT
%o

4) BROI1ZY
[TEES JHIEHEER. EONCHRT B,
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2.

5) JAO0-7yIEROENFHR
[RNEE 1EVIR T T I RIERIBIRENTEE T, TOBRMEEIEDIENT 7
U, mBEENFRU TOBZENBIRFARINABVE, [BERFARIAINEDIEER
%, T, [BERFAROUAERSREL T, IREID GMP B& 4B ZRFI . 69
KO MREF(CLD, RECIOTEEINICH IR TENL, FEERH L
NEELOBEBNMEEHEINIE 2RI SOICT B, Fle, HREEFhOZET]
ENRE SN EF(COVWTEEIRICELEZFDIBIRZENL. FIEN RO TLR
WCEZRI L3I B.

RERTTREE . REEBESFNSORHRFAE

1) BSEIRFEEECLDBIRFATROUZIEIRR
BUREFEOHIZBEZITISE XIHMEEICKENELSHEICE. HiZOEELPAR
TS ZABVELI. THNRRIBIBIREUZIITBLICLT, & 2R IT2mBlE
. e/ REE/RFEF(CREIZIBIR. AEERRBCTIDNERS. EEME
EHHENDOFE - EPINNFOERE . B0 Web. Site (CIBEHRFIRISLIIC
EEE

2) BHEEEICLDIBMFAROVAMEIRR
BSEENMFESNRATA I RIBIRBIRERDIENS ERHEEPLEBEEFICR
TS ZABVELI, ITHNRRIBIBIREU>IIBLICL T EFEEOFTR/E
#), tESTE (1) | SEOEBIKR X ERESIRROSEEINT - SR
RE MESINOFEIREOERZ . Z+L0 Web. Site (CIEIRFIRI DL
([C9B.

GMP BSTHHEBROARSIE (—RARRA)

1) B8/%R
ERmBIEFRICHITSRIEN LEO—TEDOHEELRUSFID GMP BIEDiE=ZH
eI B,

2) FARBHROAE
NER (—HEFHR) I3,

3) FRI2mEIFR
GMP BEHRERERZ2MEBYRVBIREV RS %, MRIDEHRE H%R
EPROBHREL T, [REFEEFRE (BN | [REEEFOERN]. [HAEX
KREGSFROFRTEHE - FRIEE | [FRAENRESFhOF 0] - Eix GRE) &S 1.
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M ECGHE (RE) H/ERENBECERAENSHAE THINDIEHRZH
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TEAREER. RESERPHNFHRT D,

5) JAO0-7yIEROENFHR
[TES |FIEF B IEHBIREVSIR T I RIBIRNBIRENEET, 2D
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1) Bf/R
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4) FROHI(ZY
B ESRIETER. EONNCHRI .

5) JAO—-7yITEROENNFHT
[RES |HEF BB RBIRLVOSRATA I RERIFRESNEE T, 20
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