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5 SGBV §284 Sozialgesetzbuch

wie der Reichsbahn-Betnebskrankenkasse, auch fiir den Fall der
Vereinigung der beiden Kassen zur Bahnbetriebskrankenkasse, und
der Betriebskrankenkasse des Bundesverkehrsministeriums, soweit
deren Mitglieder in dem Dienstbezirk der Bahnbetniebskrankenkasse
wohnen, gie Arzte des Bundeseisenbahnvermdgens wahr. 2Fiir die
anderen Mitglieder der Betriebskrankenkasse des Bundesverkehrsini-
nisteriums und die Bundespostbetriebskrankenkasse schlieBen diese
Betriebskrankenkassen Vertrige mit den Medizinischen Diensten.
3Die Aufgaben des Medizinischen Dienstes nehmen flir den Bereich
der Bundesknappschaft deren Sozialmedizinischer Dienst und fiir die
See-Krankenkasse der idrztliche Dienst der See-Berufsgenossenschaft
wahr.

Zehntes Kapitel. Versicherungs- und Leistungsdaten,
Datenschutz

Erster Abschnitt. Informationsgrundiagen

Erster Titel. Grundsitze der Datenverwendung
§ 284 Sozialdaten bei den Krankenkassen. (1) !Die Kranken-

kassen diirfen Sozialdaten fiir Zwecke der Krankenversicherung nur
erheben und speichem, soweit diese fur

1. die Feststellung des Vemicherungsverhiltnisses (§§ 5 bis 10} und
der Mitgliedschaft (§§ 186 bis 193),

2. die Ausstellung des Kranken- oder Berechtigungsscheins (§ 15)
oder der Krankenversichertenkarte (§ 291),

3. die Feststellun% der Beitragsgﬂicht und der Beitrige, deren Tra-
gung und Zahlung (§§ 223 bis 226 und 228 bis 256 sowie § 23a
des Vierten Buches) sowie deren Riickzahlung (§ 65),

4. die Priifung der Leistungspflicht und die Gewihrung von Lei-
stungen an Versicherte (gg§pZ und 11} einschlieB3lich Eer Verfah-
ren bei Kostenerstattung und in Hirtefallen,

- die. Unterstiitzung der Versicherten bei Behandlungsfehlern
(§ 66),

. die Ubernahme der Behandlungskosten in den Fillen des § 264,

. die Beteiligung des Medizinischen Dienstes (§ 275),

. die Abrechnung mit den Leistungserbringern,

. d§ie Uberwachung der Wirtschaftlichkeit der Leistungserbringung
(§ 106),
10. die Abrechnung mit anderen Leistungstrigern

erforderlich sind. 2Versichertenbezogene Angaben {iber irztliche
Leistungen diifen auch auf Datenbindern oder anderen maschinell
verwertbaren Datentrigern gespeichert werden, soweit dies fiir die
Riickzahlung von Beitrigen nach § 65 und fiir die in Satz 1 Nr. 4, 8

288

o

O OO~ O

—105—



5. Buch. Gesetzliche Krankenversicherung §285 SGB VS5

und 9 bezeichneten Zwecke erfordetlich ist. 3 Versichertenbezogene
Angaben iiber irztlich verordnete Leistungen diirfen auf Daten%éin-
dern oder anderen maschinell verwertbaren Datentrigern gespeichert
werden, soweit dies fliir die Riickzahlung von Beitrigen sowie flir
die in Satz1 Nr. 4, 8, 9 und § 305 Abs. 1 bezeichneten Zwecke
erforderlich ist. 4Die nach Satz2 und 3 gespeicherten Daten sind
zu loschen, sobald sie flir die genannten Zwecke nicht mehr
benotigt werden. 5Im {ibdgen gelten fiir die Datenerhebung und
-speicherung die Vorschriften des Ersten und Zehnten Buches.

(2) Im Rahmen der Uberwachung der Wirtschaftlichkeit der ver-
tragsirztlichen Versorgung diirfen versichertenbezogene Leistungs-
und Gesundheitsdaten autgmaschine]l verwertbaren Datentrigern nur

espeichert werden, soweit dies fir Stichprobenpriifungen nach
g 106 Abs. 2 Satz 1 Nr. 2 erforderlich ist.

(3) Die rechtmiBig erhobenen und gespeicherten versichertenbe-
zogenen Daten diirfen nur fiir die Zwecke der Aufgaben nach Ab-
satz 1 in dem jeweils erforderlichen Umfang verarbeitet oder genutzt
werden, fiir andere Zwecke, soweit dies durch Rechtsvorschriften
des Sozialgesetzbuchs angeordnet oder erlaubt ist. ‘

§ 285 Personenbezogene Daten bei den Kassenidrztlichen
Vereinigungen. (1) Die Kassenarztlichen Vereinigungen diirfen
 Einzelangaben iiber die persénlichen und sachlichen Verhiltnisse der
Arzte nur ertheben und speichern, soweit dies zur Erflillung der fol-
genden Aufgaben erforderlich ist:

1. Fithrung des Arztregisters (§ 95),

2. Sicherstellung und Vergiitung der vertragsirztlichen Versorgung
einschlieBlich der Uberpriifung der Zulissigkeit und Richtigkeit
der Abrechnung,

. Vergiitung der ambulanten Krankenhausleistungen (§ 120),
. Verglitung der belegirztlichen Leistungen (§ 121),
. Durchfithrung von Wirtschaftlichkeitspriifungen (§ 1006),
. Durchfiihrung von Qualititspriifungen (§ 136).

(2) Einzelangaben tber die personlichen und sachlichen Verhilt-
nisse der Versicherten diirfen die Kassenirztlichen Vereinigungen nur
erheben und speichern, soweit dies zur Erfullung der in Absatz 1

Nr. 5, 6 sowie § 83 Abs. 2 und § 305 genannten Aufgaben erforder-
lich 1st.

(3) Die rechtmiBig erhobenen und gespeicherten Sozialdaten diir-
fen nur fiir die Zwecke der Aufgaben nach Absatz 1 in dem jeweils
erforderlichen Umfang verarbeitet oder genutzt werden, fiir andere
Zwecke, soweit dies durch Rechtsvorschnften des Sozialgesetzbuchs
angeordnet oder erlaubt ist.

(4) Soweit sich die Vorschriften dieses Kapitels auf Arzte und Kas-
senirztliche Vereinigungen beziehen, gelten sie entsprechend fiir
Zahnirzte und Kassenzahnirztliche Vereinigungen.

(2 BRE) e
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5 SGBV §§ 286-289 Sozialgesetzbuch

§ 286 Dateniibersicht. (1) ' Die Krankenkassen und die Kassen-
arztlichen Vereinigungen erstellen einmal jihrlich eine Ubersicht
iiber die Art der von inen oder in ihrem Auftrag pespeicherten So-
zialdaten. 2Die Ubersicht ist der zustindigen Aufsichtsbehorde vor-
zulegen.

(2) Die Krankenkassen und die Kassenirztlichen Vereinigungen
sind verpflichtet, die Ubersicht nach Absatz 1 in geeignetér Weise zu
verdffentlichen.

(3) Die Krankenkassen und die Kassenirztlichen Vereinigungen
regeln in Dienstanweisungen das Nihere insbesondere tber

1. die zulissigen Verfahren der Verarbeitung der Daten,

2. Art, Form, Inhalt und Kontrolle der einzugebenden und der aus-
zugebenden Daten,

3. die Abgrenzung der Verantwortungsbereiche bei der Datenverar-
beitung, :

4. die weiteren zur Gewihrleistung von Datenschutz und Datensi-
cherheit zu treffenden MalBnahmen, insbesondere der Mallnahmen
nach der Anlage zu § 78a des Zehnten Buches.

8§ 287 Forschungsvorhaben. (1) Die Krankenkassen und die
Kassenirztlichen Vereinigungen diirfen mit Erlaubnis der Aufsichts-
behorde die Datenbestinde E:istungserbringer— oder fallbeziehbar fiir
zeitlich befnistete und 1m Umfang begrenzte Forschungsvorhaben,
insbesondere zur Gewinnung epigemlologlscher Erkenntnisse, von
Erkenntnissen iiber Zusammenhinge zwischen Erkrankungjen und
Arbeitsbedingungen oder von Erkenntnissen tber ortliche Krank-
heitsschwerpunkte, selbst auswerten oder iber die sich aus § 304 er-
gebenden Fristen hinaus aufbewahren.

(2} Sozialdaten sind zu anonymisieren.

Zweiter Titel. Informationsgrundlagen der Krankenkassen

§ 288 Versichertenverzeichnis. ! Die Krankenkasse hat ein Ver-
sichertenverzeichnis zu fithren. 2Das Versichertenverzeichnis hat alle
Angaben zu enthalten, die zur Feststellung der Versicherungspflicht
oder -berechtigung, zur Bemessung und Einziehung der Beitrige,
soweit nach der Art der Versicherung notwendig, sowie zur Fest-
stellung des Leistungsanspruchs einschﬁeﬁlich der Versicherung nach
§ 10 erfordertlich sind.

§ 289 Nachweispflicht bei Familienversicherung. !Fiir die
Eintragung in das Versichertenverzeichnis hat die Krankenkasse die
Versic%lerung nach § 10 bei deren Beginn festzustellen. 2Sie kann die
dazu erforderlichen Daten vom Angehorigen oder mit dessen Zu-
stlmmunf vom Mitglied erheben. 3Der Fortbestand der Vorausset-
zungen der Versicherung nach § 10 ist auf Verlangen der Kranken-
kasse nachzuweisen.

290
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RESEARCH ON OUTCOMES OF HEALTH CARE SERVICES AND PROCEDURES'
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(A) conduct and support research with respect to the
outcomes, effectiveness, and appropriateness of health care
services and procedures in order to identify the manner in
which diseases, disorders, and other health conditions can
most effectively and appropriately be prevented, diagnosed,
treated, and managed clinically; and

(B) assure that the needs and priorities of the program
under title XVIII are appropriately reflected in the develop-
ment and periodic review and updating (through the process
set forth in section 913 of the Public Health Service Act) of
treatment-specific or condition-specific practice guidelines
for clinical treatments and conditions in forms appropriate
for use in clinical practice, for use in educational programs,
and for use in reviewing quality and appropriateness of
medical care.

(2) EVALUATIONS OF ALTERNATIVE SERVICES AND PROCEDURES.—
In carrying out paragraph (1), the Secretary shall conduct or
support evaluations of the comparative effects, on health and
functional capacity, of alternative services and procedures utili-
zed in preventing, diagnosing, treating, and clinically managing
diseases, disorders, and other health conditions. -

(3) INITIAL GUIDELINES.—

weP 1, 101-239, §6103(bX 1), added this section, effective December 19, 1989.
See Vol. I, P.L. 101-239, §6103(bX2), with respect to a report on linkage of public and private
research related data.
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SEc. 1142. [42 U.S.C. 1320b-12] (a) ESTABLISHMENT OF PROGRAM.—
(1) In GeENERAL.—The Secretary, acting through the Adminis-
trator for Health Care Policy and Resedrch, shall—



SOCIAL SECURITY ACT—§ 1142(b) 513

(A) In carrying out paragraph (1)(B) of this subsection, and
section 912(d) of the Public Health Service Act, the Secre-
tary shall, by not later than January 1, 1991, assure the
development of an initial set of the guidelines specified in
paragraph (1)(B) that shall include not less than 3 clinical
treatments or conditions that—

(iXD account for a significant portion of expenditures
under title XVIII; and :

(II) have a significant variation in the frequency or
the type of treatment provided; or

(ii) otherwise meet the needs and priorities of the
program under title XVIII, as set forth under subsection
(b)(3).

(BXi) The Secretary shall provide for the use of guidelines
developed under subparagrah!'® (A) to improve the quality,
effectiveness, and appropriateness of care provided under
title XVIII. The Secretary shall determine the impact of
such use on the quality, appropriateness, effectiveness, and
cost of medical care provided under such title and shall
report to the Congress on such determination by not later
than January 1, 1993.

(ii) For the purpose of carrying out clause (i), the Secretary
shall expend, from the amounts specified in clause (iii),
$1,000,000 for fiscal year 1990 and $1,500,000 for each of the
fiscal years 1991 and 1992.

(iii) For each fiscal year, for purposes of expenditures
required in clause (ii)—

(I) 60 percent of an amount equal to the expenditure
involved is appropriated from the Federal Hospital
Insdurance Trust Fund (established under section 1817);
an

(II) 40 percent of an amount equal to the expenditure
involved is appropriated from the Federal Supplementa-
ry Medical Insurance Trust Fund (established under
section 1841).

(b) PRIORITIES.—

(1) IN GENERAL.—The Secretary shall establish priorities with
respect to the diseases, disorders, and other health conditions for
which research and evaluations are to be conducted or supported
under subsection (a). In establishing such priorities, the Secre-
tary shall, with respect to a disease, disorder, or other health
condition, consider the extent to which—

(A) improved methods of prevention, diagnosis, treatment,
and clinical management can benefit a significant number of
individuals; _

(B) there is significant variation among physicians in the
particular services and procedures utilized in making diag-
noses and providing treatments or there is significant varia-
tion in the outcomes of health care services or procedures
due to different patterns of diagnosis or treatment;

(C) the services and procedures utilized for diagnosis and
treatment result in relativelysubstantial expenditures; and

1eAg in original; should be “subparagraph”.
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(D) the data necessary for such evaluations are readily
available or can readily be developed.

(2) PRELIMINARY ASSESSMENTS.—For the purpose of establishing
priorities under paragraph (1), the Secretary may, with respect
to services and procedures utilized in preventing, diagnosing,
treating, and clinically managing diseases, disorders, and other
health conditions, conduct or support assessments of the extent

to which—
(A) rates of utilization vary among similar populations for
particular diseases, disorders, and other health conditions;
(B) uncertainties exist on the effect of utilizing a particu-
lar service or procedure; or
(C) inappropriate services and procedures are provided.

(3) RELATIONSHIP WITH MEDICARE PROGRAM.—In establishing
priorities under paragraph (1) for research and evaluation, and
under section 914(a) of the Public Health Service Act for the
agenda under such section, the Secretary shall assure that such
priorities appropriately reflect the needs and priorities of the
program under title XVIiI, as set forth by the Administrator of
the Health Care Financing Administration.

(¢) METHODOLOGIES AND CRITERIA FOR EVALUATIONS.—For the pur-
p}(])S?l of facilitating research under subsection (a), the Secretary
shall—

(1) conduct and support research with respect to the improve-
ment of methodologies and criteria utilized in conducting re-
search with respect to outcomes of health care services and
procedures;

(2) conduct and support reviews and evaluations of existing
research findings with respect to such treatment or conditions;

(3) conduct and support reviews and evaluations of the existing
methodologies that use large data bases in conducting such
research and shall develop new research methodologies, includ-
ing data-based methods of advancing knowledge and methodolo-
gies that measure clinical and functional status of patients, with
respect to such research;

(4) provide grants and contracts to research centers, and
contracts to other entities, to conduct such research on such
treatment or conditions, including research on the appropriate
use of prescription drugs;

(5) conduct and support research and demonstrations on the
use of claims data and data on clinical and functional status of

patients in de%lg;ining the outcomes, effectiveness, and appro-
priateness of such treatment; and
(6) conduct and support supplementation of existing data

bases, including the collection of new information, to enhance
data bases for research purposes, and the design and develop-
ment of new data bases that would be used in outcomes and
effectiveness research. ,
(d) STanDARDS FOR DATA BAses.—In carrying out this section, the
Secretary shall develop—

(1) uniform definitions of data to be collected and used in
describing a patient's clinical and functional status;

{2) common reporting formats and linkages for such data; and

(3) standards to assure the security, confidentiality, accuracy,
and appropriate maintenance of such data.
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(e) DisseMINATION OF RESEARCH FINDINGS AND GUIDELINES.—

(1) IN GENERAL.—The Secretary shall provide for the dissemi-
nation of the findings of research and the guidelines described in
subsection (a), and for the education of providers and others in
the application of such research findings and guidelines.

(2) COOPERATIVE EDUCATIONAL ACTIVITIES.—In disseminating
findings and guidelines under paragraph (1), and in providing for
education under such paragraph, the Secretary shall work with
professional associations, medical specialty and subspecialty or-
ganizations, and other relevant groups to identify and imple-
ment effective means to educate physicians, other providers,
consumers, and others in using such findings and guidelines,
including training for physician managers; within provider
organizations.

() EvarLuaTtions.—The Secretary shall conduct and support evalua-
tions of the activities carried out under this section to determine the
extent to which such activities have had an effect on the practices of
physicians in providing medical treatment, the delivery of health
care, and the outcomes of health care services and procedures.

(g) ResearcB WitH Respect TO DiSSEMINATION.—The Secretary
may conduct or support research with respect to improving methods
of disseminating informaton on the effectiveness and appropriateness
of health care services and procedures.

(h) REporT TO CoNGRESS.—Not later than February 1 of each of the
years 1991 and 1992, and of each second year thereafter, the
Secretary shall report to the Congress on the progress of the
activities under this section during the preceding fiscal year (or
preceding 2 fiscal years, as appropriate), including the impact of such
activities on medical care (particularly medical care for individuals
receiving benefits under title XVIID).

(i) AUTHORIZATION OF APPROPRIATIONS.—

(1) IN GENERAL.—There are authorized to be appropriated to
carry out this section—

(A) $50,000,000 for fiscal year 1990;

(B) $75,000,000 for fiscal year 1991;

(C) $110,000,000 for fiscal year 1992;

(D) $148,000,000 for fiscal year 1993; and

(E) $185,000,000 for fiscal year 1994.

(2) SeeciFicaTions.—For the purpose of carrying out this
section, for each of the fiscal years 1990 through 1992 an amount
equal to two-thirds of the amounts authorized to be appropriated
under paragraph (1), and for each of the fiscal years 1993 and
1994 an amount equal to 70 percent of such amounts, are to be
appropriated in the following proportions from the following
trust funds:

(A) 60 percent from the Federal Hospital Insurance Trust
Fund (established under section 1817).

(B) 40 percent from the Federal Supplementary Medical
Insurance Trust Fund (established under section 1841).

(3) ALLOCATIONS.—

(A) For each fiscal year, of the amounts transferred or
otherwise apropriated to carry out this section, the Secre-
tary shall reserve appropriate amounts for each of the
pBu)rposes specified in clauses (1) through (iv) of subparagraph
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TITLE 42——PUBLIC HEALTH

CHAPTER IV }
HEALTH CARE FINANCING ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN
SERVICES-—(Continued)
PART. 483—REQUIREMENTS FOR STATES AND LONG TERM CARE FACILITIES
Table of Contents

Subpart B—Requirements for Long Term Care Facilities
Sec. 483.20 Resident assessment.
The facility must conduct initially and periodically a comprehensive, accurate, standardized, reproducible
assessment of each resident’s functional capacity.

e (A) Admission orders. At the time each resident is admitted, the facility must have physician
orders for the resident's immediate care.
¢ {b) Comprehensive assessments.
o {1) Resident assessment instrument. A facility must make a comprehensive assessment of a
resident’s needs, using the resident assessment instrument (RA[) specified by the State.
The assessment must include at least the following: '
(i} [dentification and demographic information.
(i) Customary routine.
(iii) Cognitive patterns.
(iv) Communication,
{v) Vision,
{vi) Mood and behavior patterns.
(vii) Psychosocial well~being.
(viii} Physical functioning and structural problems.
(ix) Continence. ‘
(x) Disease diagnoses and health conditions.
{xi) Dental and nutritional status.
(xii) Skin condition.
(xiii) Activity pursuit.
{xiv} Medications.
(xv) Special treatments and procedures,
(xvi) Discharge potential.
(xvii) Documentation of summary information regarding the additional assessment
performed through the resident assessment protocols.
a (xviii) Documentation of participation in assessment.
The assessment process must include direct observation and communication with the
resident, as well as communication with licensed and nonlicensed direct care staff members
on all shifts.
o (2) When required. Subject to the timeframes prescribed in Sec. 413.343(b) of this chapter, a
facility must conduct a comprehensive assessment of a resident as follows:
= (i) Within 14 calendar days after admission, excluding readmissions in which there is
no significant change in the resident’s physical or mental condition. (For purposes of
this section, = readmission” means a return to the facility following a temporary
absence for hospitalization or for therapeutic leave.)
n (i) Within 14 calendar days after the facility determines, or should have determined,
that there has been a significant change in the resident’s physical or mental condition.
(For purposes of this section, a ~ significant change” means a major decline or
improvement in the resident's status that will not normally resolve itself without
further intervention by staff or by implementing standard disease-related clinical
interventions, that has an impact on more than one area of the resident’s health
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status, and requires interdisciplinary review or revision of the care plan, or both.)
= (iii} Not less often than once every 12 months.
{c) Quarterly review assessment. A facility must assess a resident using the quarterly review
instrument specified by the State and approved by HCFA not less frequently than once every 3
months.
(d) Use. A facility must maintain all resident assessments completed within the previous 15
months in the resident’'s active record and use the results of the assessments to develop, review,
and revise the resident's comprehensive plan of care.
(e} Coordination, A facility must coordinate assessments with the preadmission screening and
resident review program under Medicaid in part 483, subpart C to the maximum extent practicable
to avoid duplicative testing and effort.
(f) Automated data processing requirement.

/ o {1) Encoding data. Within 7 days after a facility completes a resident’s assessment, a facility

&

A

17

e
AT

must encode the following information for each resident in the facility:
» (i} Admission assessment.
w (ii) Annual assessment updates.
w (iii) Significant change in status assessments.
» (iv) Quarterly review assessments,
» (v) A subset of items upon a resident’s transfer, reentry, discharge, and death.
a {vi) Background {(face—sheet) information, if there is no admission assessment.

o (2) Transmitting data. Within 7 days after a facility completes a resident's assessment, a
facility must be capable of transmitting to the State information for each resident contained
in the MDS in a format that conforms to standard record layouts and data dictionaries, and
that passes standardized edits defined by HCFA and the State.

o {3) Monthly transmittal requirements. A facility must electronically transmit, at least
monthly, encoded, accurate, complete MDS data to the State for all assessments conducted
during the previous month, inciuding the following:

= (i) Admission assessment.

» (ii) Annual assessment.

w (i) Significant change in status assessment.

» {iv) Significant correction of prior full assessment.

{v) Significant correction of prior quarterly assessment.

{(vi) Quarteriy review,

(vii) A subset of items upon a resident's transfer, reentry, discharge, and death.

{viii) Background (face—sheet) information, for an initial transmission of MDS data on a

resident that does not have an admission assessment,

o (4) Data format. The facility must transmit data in the format specified by HCFA or, for a
State which has an alternate RAl approved by HCFA, in the format specified by the State
and approved by HCFA.

o (5) Resident-identifiable information.

u (i) A facility may not release information that is resident—identifiable to the public.

a (i) The facility may release information that is resident— identifiable to an agent only
in accordance with a contract under which the agent agrees not to use or disclose the
information except to the extent the facility itself is permitted to do so:

(g} Accuracy of assessments. The assessment must accurately reflect the resident’s status.

(h) Coordination. A registered nurse must conduct or coordinate each assessment with the

appropriate participation of health professionals.

(i) Certification.

o (1) A registered nurse must sign and certify that the assessment is completed.

o (2) Each individual who completes a portion of the assessment must sign and certify the
accuracy of that portion of the assessment.

(i) Penalty for falsification.

o (1) Under Medicare and Medicaid, an individual who willfully and knowingly—

= (i) Certifies a material and false statement in a resident assessment is subject to a
civil money penalty of not more than $1,000 for each assessment; or

n (i} Causes another individual to certify a material and false statement in a resident
assessment is subject to a civil money penaity of nol more than $5,000 for each
assessment,
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