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A. Justification

1. Circunstances of Information Coll ecti on

The Food and Drug Adm nistration is requesting approval
fromthe Ofice of Managenent and Budget (OwVB) for the
following information coll ection requirenents:

21 CFR 56.115 -- Recordkeeping
When review ng clinical research studies regul ated by FDA, |RBs
are required to create and maintain records describing their
operations, and nmake the records available for FDA inspection
when requested. These records include: Witten procedures
descri bing the structure and nenbership of the IRB and the
met hods that the IRB will use in perfornmng its functions; the
research protocols, infornmed consent docunents, progress
reports, and reports of injuries to subjects submtted by
investigators to the IRB; m nutes of nmeetings show ng
attendance, votes and decisions made by the IRB, the nunber of
votes on each decision for, against, and abstaining, the basis
for requiring changes in or disapproving research; records of
continuing review activities; copies of all correspondence

bet ween i nvestigators and the I RB; statenment of significant new



findings provided to subjects of the research; and a list of IRB
menbers by nanme, showi ng each nenber's earned degrees,
representative capacity, and experience in sufficient detail to
descri be each nenber's contributions to the RB's deliberations,
and any enpl oynent relationship between each nenber and the

| RB's institution. This information is used by the FDA in
conducting audit inspections of IRBs to determ ne whether |IRBs
and clinical investigators are providing adequate protections to

human subj ects participating in clinical research.

2. Purpose and Use of Information

The I RB nust mai ntain docunentation of its activities as
provided in 8§ 56.115. |[If the information were not mai ntained,
the 1RB could not show that it has fulfilled its
responsibility to protect the rights and wel fare of human
research subjects. The records are maintained by IRBs to

docunment that these responsibilities have been fulfilled.

3. Use of Inproved Infornmati on Technol ogy

FDA is continuously seeking ways to reduce burden through
advances in information technology. Utilization of conputer
equi prment and conputerized | RB records nmanagenent has greatly
reduced the tinme needed to conpile, arrange, and update the

docunment ati on maintained by IRBs; it has al so expanded the



capability to review and respond to the problens found during

i nspections of |RBs.

4. Efforts to ldentify Duplication

There is no duplication resulting fromthese

requi renents.

5. | nvol vement of Small Entities

A substantial majority of IRB reviews are conducted at
| arge institutions such as universities, nedical schools, and
research and teachi ng hospitals. The docunentation
requi renents require only m ni num docunmentati on necessary for
a conmttee to function in accord with good managenent
practices, for FDA to conduct its inspections, and to ensure
the integrity and accuracy of information submtted to the
agency in support of marketing permts. FDA has devel oped and
wi dely distributed a series of information sheets to assi st
| RBs and ot hers concerned with the protection of research
subjects to conformwi th the requirenments contained in FDA
regul ati ons. FDA continues to participate in regional
wor kshops with the National Institutes of Health (NI H), the
pur pose of which is to describe the requirenents of the FDA
and DHHS regul ations. FDA, in its information sheets and

through its participation in workshops, has continually



offered its assistance to any IRB that desires it. Oher FDA
offices are also available to discuss any regul atory
requi renment and to provide clarification and direction to

smal | busi nesses.

6. Consequences if Information Coll ected Less Frequently

Recor dkeepi ng occurs with each convened neeting of the IRB
and it is not considered feasible to conduct accurate

recordkeeping on a | ess frequent basis.

7. Consistency with the Guidelines in 5 CFR 1320.5(d) (2)

There are no special circunstances that require the
information to be collected in a manner inconsistent with the

gui delines set forth in 5 CFR 1320. 5.

8. Consultations Qutside the Agency

In the Federal Register of March 17, 2004 (69 FR 12700), the
agency requested coments on the proposed coll ection of
information. FDA received one comment. The coment strongly
di sagreed with the estimate of the tinme required to transcribe
and type the mnutes of IRB neetings, to maintain records of
continuing review activities, and to make copi es of al
correspondence between the I RB and investigative nmenber

records and of witten |IRB procedures. The comment expl ai ned



that the burden estinmate should include the tinme required to
keep nmenbership lists current, distribute educational
materials to nenbers, orient new nenbers, instruct researchers
and their staffs about IRB requirenments, provide informtion
to institutions, attend | RB neetings, transcribe discussions,
incorporate all revisions into typed m nutes and into the
official IRB correspondence that is issued to investigators,
collate materials, stanp, file, keypunch database entry, and
ot her responsibilities. FDA has considered the comment and
has revised the burden estimate to 100 hours.

Efforts to consult with persons outside the agency to
obtain their views on the availability of data, frequency of
collection, clarity of instructions, record-keeping and on the
data elenents to be recorded and reported have been nade at
several Institutional Review Board Regi onal Conferences held
nati onwi de each year, national conferences of |RB professional
associ ati ons, and FDA national conferences on |IRB issues.
Additionally, FDA staff frequently are contacted by |IRB
menbers and adm ni strative staff regardi ng questions on the
interpretation and application of the regulatory requirenents.
Such questions often address recordkeeping requirenments and
provide FDA with informati on on the anount of tinme | RBs devote

to recordkeepi ng.



9. Renuneration of Respondents

No paynment or gift is contenplated under the terns of
this recordkeepi ng.

10. Assurance of Confidentiality

The docunentati on obtained during |IRB inspections rarely
contai ns any sensitive or confidential information that has
not been submtted to FDA (e.g., copies of research protocols
whi ch may be considered confidential and contain trade secret
information). The material is kept confidential in accordance
with 18 U.S.C. 1905, 21 U.S.C. 331(j), and 21 U.S.C. 520(c),
as well as sections 301(j) and 520(c) of the Federal Food,

Drug and Cosnetic Act.

11. Questions of a Sensitive Nature

The docunentati on mai ntai ned and col | ected does not
contain questions pertaining to sexual behavior, attitude,
religious beliefs, or any other matters that are commonly
consi dered private or sensitive in nature. Such data are nore
comonly contai ned in behavioral research, which FDA does not
regulate. The identity of study subjects is rarely collected
Such sensitive information is treated as confidential and not
rel eased to third parties unless required by |aw or requested

by Congress.



12. Estimates of Annualized Hour Burden

FDA estimates the burden of this collection of information

as foll ows:

Esti mat ed Annual Recor dkeepi ng Burden

CFR No. of Annual Tot al Hours per Tot al
Recor dkeepers | Frequency of Annual Recor dkeeper Hour s

Secti on Recor dkeepi ng Recor ds

56. 115 5, 000 14. 6 73, 000 100 7, 300, 000

Tot al 7, 300, 000

There are no capital costs or operating and mai ntenance costs associated with this
coll ection of information

The recordkeepi ng requi rement burden is based on the
following: The burden for each of the paragraphs under 21 CFR
56. 115 has been consi dered as one estimted burden. FDA
estimtes that there are approximately 5,000 IRBs. The |IRBs
nmeet on an average of 14.6 tinmes annually. The agency estinmates
t hat approxi mately 100 hours of person-tinme per neeting are

required to neet the requirenments of the regul ation.

13. Estimates of Annualized Cost Burden to Respondents

Assum ng an average of $50 per hour (Il abor plus overhead)
to comply with the requirenents, the cost would be

approxi mately $25, 000, 000.

14. Estimates of Annualized Cost Burden to the Gover nnent




The cost to the Federal Governnment of the IRB
recordkeeping requirenments results from FDA i nspecti ons and
followup. FDA estimates that it expends approxi mately 28
FTEs to inspect IRBs and 8.5 FTEs to review i nspection
reports, issue regulatory correspondence to | RBs, and conduct
rel ated pl anni ng, eval uation, and oversight activities. The
annual cost is expected to be approximtely $2, 754, 436 based
on an average grade |evel of 12 step 5 (a salary of $67,211),
and an estimated $8, 253 per person-year for related overhead
expenses [$67,211 + $8,253 = $75,464; $75,464 x 36.5 =

$2, 754, 436] .

15. Changes in Burden

The total burden hours have increased because of a
recal cul ati on of the nunber of IRBs - an increase from 2,000
to 5,000. This calculation is consistent with the nunber of
| RBs used in the Paperwork Reduction Act section of the
proposed rule entitled "Institution Review Boards;

Regi stration Requirenments.” |In addition, as a result of the
comment (see nunmber 8 above), the burden hours have increased

to 100 hours.

16. Tinme Schedul e, Publication, and Anal ysis Pl ans




The records mmi ntai ned under this regulation are not

expected to be published.

17. Displaying of OVMB Expiration Date

Thi s request does not seek approval to exenpt display of
t he OVB approval date on any docunents that are associ ated

with this recordkeeping requirenent.

18. Exceptions to “Certification for Paperwork Reduction Act

Subm ssi ons”

There are no exceptions to “Certification for Paperwork

Reducti on Act Subm ssions” for this recordkeeping requirenment.
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