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Fiald Repoxting Requirementsg

All establishment inspectian reports (EIR'S8), complete with attachmantsa,
exhibita, and any related corracpendence are to be Bnbmitted in & timely
fashion to the assigning Cantsr.

If an EIR contains serious findings raiging the possibility of one or more
violationas of the FD&C Act or othar federal statutes, a copy of the PIR phould
be forwarded to the Diastrict Compliance Branch at the time it is =ent to the
Center.

*Current Change»
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PART 1 - BACKGROUND

The Kefauver-Harris Amendmente te the RAet in 1962 increased FDA’s regulatory
Authority over the clinical testing of new druge. Since the passage of the
Drug Amendments of 1962, the Medical Device Améndments of 1976 and other
legislation, FDA has provided additional safeguards to proteet the rights,
welfara, and safety of human subjects who participate in inveatigational
triale involving FDA-regulated articlees.

Congrese has given a mandate to institutional review boards (IRH) to ovarsee
rasearch that ie being conducted using FDA regulated articles that lnvolves
human subjects. FDA has published requlations that set forth standards and
pracedures for IRBs in 21 CFR Park 56 which became & final rule in the Federal
Reqister on January 27, 1981. The requirements for informed consant, whiech
are found in 21 CFR Part 50, were published as a final rule in the Federal
Register on the same date.

The above regulatione reguire IRB review of all clinical investigations using
articlea ragulatad by FDA under sections 505(i), 507(d}, and 520(g) of the
Food, Drug and Cosmetic Act, as well as cliniecal investigations conducted in
support of applications for research or marketing permits for other producte
regulated by the Agency. The rewrite of the investlgational new drug (IND)
application regulaticna on March 19, 1987, includes informad concent and IRB
review as conditions for exempting from the IND requirements certain srudieg
involving marketed drugs [21 CFR 312.2(b}(1)(1lv)). Similar conditlons are
included in the IDE regulations [2] CFR B12.2(b}) for abbreviated requiremants
of cartain categories of device investigationa.

On June 18, 1991, the Federal Pollicy for the Protection of Human Subjects;
Notice€ and Rules (Common Rule) was published in the Federal Register, pages
28002-28D32. These regulations set forth, as a common rule, Pederal
requirements for the protectien of human subjects involved in research
conducted or funded by some 15 Federal agencies, including the Department of -
Health and Human Services, except for the Food and Drug Administration. In
the same edition of the Federal Ragigter, amendments te the FDA ragulations on
IREs and on informed consent requirements wara published; thegse amendmentn
bring Parts 50 and 56 into conformity with the above Federal Policy. Existing
FDA regulations gaverning the protectiss of human subjects shars a common core
with the new Pederal Policy apd implement the fundamental principles embodied
in that policy. The new Federal Policy and the FDA amendments of Parts S0 and
56 bacame effective on Auguatr 19, 1991,
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PART II - TMPLEMENTATION
OBJECTIVE

This program ls an Agency-wide effort to achieve IRBE complianca with the
regulations., The program attempts to improve IRB performance by providing
information and guidance to IRBE and by epplying administrative sanctions when
an IRB ls found to be periously out of compllance with regulatioms.

A. PROGRAM MANAGEMENT INSTRUCTIONS

This program provides for the inspection of all IRBe which review and
approve investigational otudies of biologics, druge, food or color
additives, or medical devices involving human subjacts. Assignments may
include IREs in private and public hospitale, prisons, nuraing homes,
stace and Fedaral Governmant facilities, and other organizations
conducting or sponsoring tlinical research, or independent IRBs.

All assignments will be iesued from the Centers and will have a nlnety
i90) day completion date unlecs otherwise indlcated.

B. TYPES OF INSPECTION

FDA will periocdically inspect each IRB that reviews research of FDA-
regulated products. These inspections will be either surveillance or
directed.

1. Surveillance Inspections

a. Initial Inepection:

The assigning Center will provide svidence of FDA
juriediotlon over the IRB, the name and addrees of the
institution, and when available, the pame of a contact
pereon at the IRB.

b. Subsequent Inspactionsa:

{1} Those IRBs found to be in full compliance (NAI} or
with minor deficiencies [VAI)} will usually be asssigned
for reinepeotion ip S5 yeare to dateyrmine their
continued compliance with the regulations.

{2) Thosa IRBa found to have major daficiepcies will
usually be assigned for reinespection within one year
ta confirm that adequate correctlonse have been made.,
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2. Directed Inspectlag

A "directed" inespaction may be assigned when the assligning Center
recolves information that calls into question the IRB‘s practices.
B directed incpection may be limited to one area of concern or
ageigned te céver the entire compliance program.

c. INSPECTION TEAMS

1. Team Leader*

The District designates a field investigator to be team leader;
the team leader is fully responsible for the conduct of the
inspection in accordance with Investigators Operations Manual
(1oM} 502.41.

2. Headgquarters Participant

Perponnel from the assigning Center may partiocipate as team
members by:

a. Serving as sclentific advisors to the team leader.

b. Identifying apeclfic studies to be covered by the inspection
team.

C. Providing pertinent information dlrectly from the Center{sa).

d. Participating in the on-elte lnspection.

e. Providing suppart, when requested by the team leader, in the

preparation af spaclfic sectlons of the inspection report.

D. PRLICIES AND PROCEDURES

1, Under current FDPA regulatione, clinical studies on human subjects
involving the use of FDA-regulated articlea ganerully may not
begin until the study has IRB approval.

2. Emergency uase of a test article is exempted from prior IRE raviaw
and approval provided it is reported to the IRB within 5 working
dayse. Any subsequent uee of the test artlcle at thae inatitution
requires IRB review.

3. Upon application of a speneor or a spangor-lnveptigator, the FDA
may waive any or all the FDA requirements for proopective IRB
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review of iavestigational studies of drug or biologic products.
Waiver by FDR does not preclude review af tha study by an IRB
under ite own authority, nor does it eliminate the informed
congent requirements. The appropriate Center Director, (CDER or
CBER} has approval authority for waiver of the FDA requirements
for IRB raviaw. Since IRB review is a statutory raqulrement of
the device law, waiver for device studies is not allowed.

*Current Changer
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PART IJI - INSPECTIONAL

A. OPERATIONS

The FDA invaatigator will determine the current atate of compliance with
21 CFR Parte 50 and L€ by &valuating the practices and operating
procedures of the IRB. All assignments are issuad from Headguarterc.
Tha investigator should ealect and track repreeentative studies through
the IRB’ec review process. The study referenced in the ipitial IRB
assignment issued by the Csnter is ineluded only to establish that FDA-
regulated research has been reviewed by the IRB and should be covered.

Studies selected for coveraga should represent current IRB practircas,
preferably srudieec inirially approved within the previous thrae years.
Thay &hould be chosen using the fellowing priceity:

{1} Safety and effircacy studles of investigational new drugs, devices
and/ox biologics perfsrmed under IND, IDE or B-IND applications.

(2) Comparison studies of one or more marketed products with an
invastigational product.

{3) Studies for which no FDA Research Fermit 1s requirad, i.e.,
certain marketed drugs and non-significant risk devices,

B.  REPORTING

The Districte ara vespongible for conducting inspections and preparing
EIRs. All reports, including copies of exhibits, are to be submitted
directly to the Center initiating the assignment.

Districts are encouraged to identify IRBs which have not been inepacted.
Efforte should be made to determine the type of studlee that are being
reviewed by the IRB and the program contact for the appropriate center
phould be notified.

When a duplicate IRR amssignment has been issued or an inspection was
recently completed, Dietricts should contact the assigning Canter for
inatructicns prior to initiating the inspection. To prevent such
duplications, headquarters has initiated a system Ln which inventorise,
assignments, and correspondence will be distributed Among the Centers.

Tha EIR should contain the hesdings as prescribed in the IOM. Tt should
contain the information addracced in Attachmene A. Any adverne findings
should ke fully explainad and documented in tha EIR.

hn FDA=-483 should be igsuwed under thie program when deviatione from the

E—
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requiraments in 21 cFR Parks S0, 56, 812, and 813 are ehgerved.

*Reports must include the name and Rddress of the haad ef the
institution and the IRP chalrman at which the IRB is located.

Documents that should be collected are:

o IRP written procedures
© IRB rosters for the time period covered by the inspection
0 Copies of IRE minutes which show
- Racent practices
= Violative procedures
= Approval and fallow=up on tracked studiag
¢ Records of tracked studies
- Protocol and consent form [original sad finally approved
vergions)
= Invactigator’s brochure
= Correspondence betwaen the IRB and the clinical investigator

C. ESTABLISHMENT INSPECTIONS

The inspections should be guided by the regulations found in 21 CFR 50,
56, 812, and 811. Artachment A provides guidelines foy inspection
procedures and information to be considarad.

D. PRIOR_NOTIFICATION OF INTENT TO INSPECT

To assure that responsible Individuals are present and that TRE records
are available, the FDA investigator shall contact the institution to
confirm tha name and location of the IRD Chairperson to schedule the
actual inspection. The primary purpose of such prior notice ia
efficient use of the field investigator’s time. Digtrict management may
elect to conduct unannounced inspections with approval of the asslgning
center, if conditions warrant.

For an IRB ingpection at a Veterans Administration facility, the Medical
Centar Director chould be the initial contaet. For military
installatinne, the Chief of Professional Services (CPS5) should be the
initial contact.

E. REFUSAL TQ INSPECT

If the institution refuses to permit either the inspection, access to
racoxds, or copying of records, or if delays instituted by the inaspectas
are such that they constitute a de facto rafusal, inform your superviaor
B0 he or she can advise the aseigning Center promptly by telephone.

Send a follow-up INFO FAX to the listed center and DPI contacts. ICH
314 provides additiconal guidelines.
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If tha Center cannot resolve the rafussl expeditiously, the Center
should advise the Division of Compliance Policy (HFC-230), (301} 443-
1500.

F. SUBSEQUE RELA SPONEOR/INVESTIC R_TNSPE

An IRB inspection may reveal significant regulatory deviations which may
lead to clinical investlgatoer and/or @poneor inspections. Dietricts may
carry out puch inspections after obtaining the necegpary inetructiona
from the appropriate Centar. The Center may lsfue theze assignmante as
directed inspections.

*Current Changew»
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PART TV — ANALYTICAL
No analytical workload is imposed by this Compliance Program.
TRANSMITTAL NO 04=-22 08/18/94 PART 1Y PAGE ]

FORMFDA 2438g [10/9Y)
SN ARCE 1O-DaTa0 it



PROGRAM 7348.B09

- TORY JADMINI

A. District BIR classification Authority

Tha District is encouraged to review and initially claseify incpactisn
reporte generated under this compliance pragram.

B. Center EIR Ciagsification Autherity

The Center has the final classlfication authority for all bioresearch
monitoring inepection reports.

Inatances may arise when a Center review results in a raclassification
of an EIR classified by the District. Tha Center will provide to the

appropriate Dlatrict coples of all final clacsifications including any
‘reasons for changes. A copy of this netifid¢dation will be provided to

HFC—-230. '

C. EIR Claceifipationss

The followihg guldance is to be used in conjunction with the
instructiong in FMD-86 for District and center claasification of EIR's:

1. NAI ~ No or minor objectisnable ¢tonditiona or practices weare found
during the inepection.

2. VAI - Objectiovnable conditione or practices were found that
repregsontad departures from the regulations.

3. ORI - The objectionable conditjons or practices rapresented
pignificant departures from the regulaktions and may regquire thao
imposition of administrative/ragulatory sanctions.

b. Potential Actions
The regulatory/admipictrative actions that can be uzed under this
compliance program are not mutually exclusive. An effective follow-up
of an OMI inaspection may require the use of more than one action to be

accomplished eencurrently or sequentially.

The following may be taken following an ORI claesification:

1. Iasyance of a Warning Lettar.
2. Withhold approval of new studies.
TRANSMITTALNO  94-22  (0B/18/94 PART V PAGE 1
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3. Terminate ongoing studies.
4. Informal conference
5. Rejection of data-
6. Disequalification.
7. Injunction/Prosacution.
E. ° Communications

The Dietricet chould advice Haadgquarters of written or oral communication
from the institution following the ingpaction. Similarly, the
Headguarters unit should advise the Distriot of communication (including
any wrirten correspondences) with the institution féllowing the
inspection, including any judicial /adminietrativa action.

sCurrent Changet
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EART VI - REFERENCES ATTACHMENTS, AND BPROGRAM CONTRACTS

REFERENCES AND RESOURACE MATERIALS

1. 21 CFR 56 - Instltutional Review Boards

2. 21 CFR 50 - Informed Conaent of Human Subjecte

3. 21 CFR 312 - IND Regulations

4. 21 CER 812 - IDE Regulatione

L 21 CFR 813 - IDE Regulations for intraocular lens (IOL)
6. Form FDA-1571 - Investigational New Drug (IND) Appliocation

Cover Sheet

7. Fozrm FDA-1572 - Statemaent of Investlgatoy
a, IRB Informatien Sheets ~ OHA, DFI, or Centere
ATTACHMENT A Inspectional Guidelines

PROGRAM CONTACTS
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH [CDRHY

Mary L. Qwens» .
DIVISION OF BIORESEARCH MONITORING {HF2-300)
{301) 594=4720

CENTER _FOR BIOLOGICS EVALUATION AND RESEARCH [CBER}

JOSEFH P. SALEWSKI
BICRESEARCH MONITORING BRANCH (HFH=5640)
(301} 594-1077

CENT FOR _DRUG EVALUATION AND RESEARCH {CDER
PAUL W. GOEBEL, JR.
INSTITUTIONAL REVIEW BRANCH (HFD-343)

DIVISION OF SCIENTIFIC INVESTIGATIONS
(301) 594-1026

*Current Changer
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CENTER FO AND APPLIED NUTRITION {CFSAN

JOHN WELSH*
ARDDITIVES EVALUATION BRANCH (HFS-227)
{202) 254-391%

OFFJCE OF ENFORCEMENT {OE)

STAN WOOLLEN*
DIVISION OF COMPLIANCE POLICY (HFC-230)
{301) 443-1500

OFEICE OF REGIONAL OPERATIONS {ORO]
THADDEUS SZE, PH.D.

INVESTIGATIONS BRANCH ([HFC-132)
{301} 443-3340

*Current change=
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PART VII - HEADQUARTERS RESPONSIBILITIES

CENTER RESPONSTBILITIES

Rasigna and sends IRH inspectional assignments directly to field offices.
Assignments will issue as they become available. Provide=z a copy of each
agsignment‘s cover memorandum to DCP [(HFC-230).

Provides information and advice to DCP/ORA (HFC-230), DFI/fORA ({HFC-132), and
Districts ae requested.

Reviews all completed EIRs, establishes final classification and advises DFI,
OCP, and District of final classificatlon. 1If the Center changes the
District e claecsification, the Center will inform the District in writing.

Isasued a letter when necesasary to the inspected institution after EIR review.
Normally, this latter will ba addreesed to the appropriate institution head
with a copy to the IRB chairperscon and will state the Center’s assesement of
the IRB's performance. Copies of letters will be sent to the appropriate
Dilctrict Office.

DIVISION OF COMBLIRNCE POLICY [DCP), ORA

Provides overall agency direction for antire bioresearch monitoring program.

OFFICE OF GIONAL OPERATIONS [ORO} - DIVISION OF FIFLD INVESTIGATIONS {(DFI

Provides inspaction guality assurance, training of fiald persannel, and
operational guidance.

Maintains liaison with Centers and Fiald Offices and resoclves operational
quastione.

E T FFAIRS
Coordinates/develops IRB education apnd training programs,

Acts ag the Agency’s focus for discussion and resolution of broad IRB policy
ilaguesn.
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ATTACHMENT A

INSPECTIONAL GUIDELINES

This guideline deacribes the procedure needed to obtain the information sought
by Part III Inepectional Operaticne. Carrying out the compliance program may
be approached by a peries of standardized proceduras to determine the JRR'a
level of compliance with Parta 50 and 56.

The investigator should interview IRP representatives and evaluate the IRB’s
procedures and recorda. The results of these interviewo and evaluations
Bhould be summarized in the EIR narrative and the pertinent records, and other
documenta should he attached as exhibita.

A. THE IR MEMEBERSHIP

1- Determine whather the IRB membership has tha representation
required by section 56.107.

Discussion: FDA recommends that the membership include at least
ohe physician, and that at least one physician is present and
eligible tc vote on proposed studiee of FDA regulated articles.

2. Detarmine that no IRB member participates in the delibaration or
voting in the initial or continuing review of any study in which
the IRE member has a conflicting interest except to provide
information requirad by the IRB (section 56.107(e)]).

3. If alternate members are used, determineg whether the IRB‘s use of
alternate members satisfiaes the fallowing critarias

a. Alternate members are appointad in advance by the same
procedures as primary IRB members.

b. Alternate members are listed on the IRB roster and
identified ap to the primary IRB members for whom they may
subgtitute at convened meatings.

C. IRE minutes record when alternate membera act in the absence
of primary members.

d. Altarnate memberp recelve tha eame informatlon as primary
membera.

B. WRITTEN PROCEDURES

Petermine that the IRB has written procedures as regquired by Section
56.104.

Dlecugelon: Thoaxae arée significant differencea betwsen the DHHS
regulations (4S5 CFR 46) and the FDA regulations {21 CFR 50 and 56) which
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JATTACHMENT A

apply to rasearch involving products regulatad by FDA. These
differences are outlined on page 85 of tha FDA IRB Information Sheets.
Therefore, compliance with the DAHS requiremants does not auwtomatically
ensure compliance with the FDA regulatlana.

Tha use of Multiple Project Assurance (MPA) deocument approved by DHHS ad
the IRB‘s written procedures does not necessarily meet the requirement
for written procedures in Section 56.108. The MPA document is merely a
promise to follow the DHHS regulationg, and may not contain day-to-~day
how-to proceduras required by the FDR regulation.

C. INITIAL AND CONTINUING IRE REVIEW AND APPROVAL OF INVESTIGATIONAL USE OF
FDA REGULATED PRODUCTS

1. Determine whether the IRB has the authority to approve, modify or
disapprove proposed ctudjes, and to modlfy, or terminate approval
of ongoing gtudies.

2. Determine whether the institution overrides negative or
rostrictive IRB decisiona.

3. Determine whether the IRB provides a sygtam for receiving and
distributing the materials submitted by the clinical
investigators.

piscussion: An acceptable package for initial review would cantain
the proposed protocol, the consent form, and tha investigator's
brochure provided by the sponsor. When an investigator’s brochure
iE not avallable, the protocal should contain an appropriata
description of the previcus animal and human experience asecciated
with use of the investigationa)l article. Any payment schaedules,
information sheet or instruction summaries given to human subjecte
should be ineluded. When advertiaing is to be used for recruiting
subjects, a copy of the advartisement phould be submitted for
review by the IR8. When the consant process is to be conducted in
a language othar than English, the IRB should raview and approve a
translated concont form,

4, Dotermine that at least one IRB member is assigned tha
responsibility for an in-depth evaluation of the investigaticnal
proposal, the conaent form, and when available, tha investigator’s
brochure.

5. betermine that aach IRB member recalvas at a minimum a copy of the
consant document and A eummary of the protocol.

6. Detarmine that all IRB members have access to copies of the
complete submisaion to the IRB.
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7. Determine whether the IRB has reviewed preoposed and continulng
gtudies at convened meetings. A majority of the IRB members must
be presant, including at least one Mambar whose primary concarns
ara in nonecientific areap, except when the expedited procedures
described in sectlon 56.110 apply.

8. Determine whather IRB approved research received the approval of a
majority of the IRB members present &t the meeting.

9, Determine that the written procedurec describe liow the IRB ensures
that clinical investlgators make all initially required
modifications prior to enrollmant of research subjects.

10. Determine whether the IRE has and follows written procedures for
nonsignificant rieks determinatlon for investigational devicas.

11. Determine that the review for ongoing studies ia performed by the
IREB at the assigned fregquency.

12. Determine that the wrltten procedures describe the IRE actions for
determining which projects require raview more often than once a
year.

Discussion: This requirement is easily fulfilled by a simple
statement in the written proc¢edures that the IRB will
determine/set the review frequency con¢urzently with tha deciaion
to approve the proposed atudy, IRB's sheould avoid the uee of
terms "annual reviews" or “yearly reviews" to deacribe the
prograesa reports. An IRB may determine that most or all of its
progress reports should be submitted annually, however, IRB'a
should not allew tha system to eet all review fraquency annually.
It ie recommended that the raview frequency be recorded in the
minutes and included in the notice of appraval aent to the
clinical investigator.

D. CONTINUING REVIEW OF RESEARCH

1. Detaermine whether the clinical investigator promptly submite
progress reporte,

2. Determine whether gach membar has access to the progress report.

3. Determine whether at least one member is aspigned raegponoibility
for appropriate review of each preogrece report.

4. Determine how progress reports are evaluated to determine whether
the study should be amended, terminated or allowed to continue as
priginally approved.
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i — SR = a—
5. Determine whether the protocols and conment formes approved by the
IRB continue to be used by the clinical investigator.

[ Datermine whether all amendmenta have baen submitted to and
approved by the IRS.

7. Determine whethar all serioug/unexpected reaction reports are
promptly submitted and reviewad by the IRB.

8. petermlne whether IRB filea contain documentation that appropriate
continuing review procedures were completed.

E. TRB REPORTING TO THE GLINICAL INVESTIGATORS AND THE INSTITUTION

1. Detarmine whather the IRB notlifiee: ¢(a) the clinical inveatigatore
and the ipsritution in writing of the IRB actlons, and (b) the
clinical investigators of thelr regponsibillity for providing
subgequent reports to the IRB [Sections $6.108, (a)(3), (aj(4),
and (b} and 56.105{d)).

Dipcussion: The IRB should inguge that the clinical
inveatigators are made aware of their responsibllities for
complying with pections 56.108(a)(3) and (a}(4). Some methodg for
informing olinical investigators may include:

i. Handbooks or Informational Shaete for cllnical invastigators
which describe thelr reospensibilitiea.

1i. Lettere of approval te cliniecal Lnvaatigatore which describe
their responsibility. For the latter method, a seample copy
of the approved letter should be referenced in and attached
ta the written procedures.

iii. A copy of IRB procedures i given to the clinical
inveastigatorse.

€linical investigatorsé must be provided with an opportunity to respond
in person or in writing to the IRB for any digapproval of their proposad
regearch. IRB files should contain coples of both the IRB notificationg
and subspgquent responses from the clinical investigator.

2. Determine whether the IRB maintaine records to document that both
the IRB and the cliaieal investigator have mat their
responeibilities.
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piscuseion: The IREB procedures should dedcribe how the JRE
reports ite finding and actions to the clinical investigator and
tha inatitution- Notificatione of IRB actions are to be in
wrlting. IRB requeste for additional informaticon and/or
modifications of the proposed repearch should be fully deacrihed
in th2 noticea to the clinical investigators.

F. EXPEDITED REVIEW

1. Determine whether the IRB’am usa of expedited review procodures
meets the requirements of sectione 56.110(a) and (b), and that
these actione are documented in the IRB records.

Discuseion: Tha liat of categoriea of research that may he
approved through expedited review iz found in the Federal Reglster
Notice published on January 27, 1981. This Notice is included ae
Appendix A in the IRB Information Sheets. :

2. Determine that expedited raview procedures are not used for
eircumventing the convened masting requirementc of section
56.108(b). Examples of suoch misuse can be any of the following
actiono

a. Interim approval granted by the chairperson pending
review of the proposed study at a later convened meeting.

b, Caompacsionats approval granted for the one-patient
nonemergency use in a protocol which does not meet the
requirements of section 56.110.

¢. FExpedited approval baesd on IRB approval of the protocol
at another institution for which no crooparative agreement
exiote.

d. Expadited review of a ao-called emergency usee when the
circumetances do not maat the requirements of 56.102(d}.

a. EMERGENCY REVIEW~*
1. Determine whether all uses of FDA requlated articles exempted from
prior IRB review on the baais of "amergency use" meet the
requirements of gections 56.102{d) and 56.104(c}.

2. Detarmine whether subgequent use is subjeet to IRB review.
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PROGRAM 7348.809
ATTACHMENT A

H. INFORMED CONSENT*

l.

Determine that the consent form contains the required elaments as
noted Lin section 50.25(a) and any of the elements of section
50.25(b) that are relevant to the study.

betermine that the IRB has reviewad and approved the consent form
used in the study.

The IRB ip responsible for ensuring that each consent document
provides the required information, Part 50, in raadily
understandable wording. The Center will detarmine tha adequacy
and completeness of the elemants.

Deterzmina Lf the IRE has ever waived informed coneent rogquirementas
for FDA regulated studies, i.e., permitted subjects to participate
in a study prlor to giving informed consent. If so, obtaln the
IRE’Aa SOPs covering this procedure and document each instance
where this ceccurred by collecting the minutes of the meeting at
which the requirement wae waived and the documents that the IRB
reviaewed ta make its decisian.

Discuseion: The exceptions from informed consent is only permitted
under emergency circumstances. Refer to 21 CFR 50.23 for guidancwe.
The FDA regulatione have no provision for walving informed
consent.

*Currant Changes*
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