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investigational use of various FDA-
regulated products (because then we
would be able to conduct [RB
inspections more efficiently) as well as
those provisions regarding marketing
applications (because marketing
applications uma]lf depend on clinical
Investigations involving human
subjects, and IRBs are supposed to
provide protections for Lﬁn rights and
welfare of such human subjects).
Moreover, by requiring IRBs to register,
the final rule will enable FDA to contact
IRBs more quickly and efficiently on
various issues, such as adverse reactions
that may be attributed to a particular
product, new tory requirements or
policies, or prob associated with a
particular protocol or clinical
investigator, Consequently, we conclude
that we have sufficient legal autharity to
issue the final rule.
V.E ic Impact Analysi

We have examined the impacts of the
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4).

Executive Order 12866 directs cies
to assess all costs and benefits o
available regulatory alternatives and,

when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
agency believes that this final rule is not
a significant regulatory action as defined
by the Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would ize any
significant impact of a rule on small
entities. Because the required
registration information is minimal and
the costs associated with registration are
low, the agency certifies that the final
rule will not have a significant
economic impact on a substantial
number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an

assessment of anticipated costs and
benefits, before proposing "any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is 5127
million, the most current (2006)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

The final rule requires most IRBs to
register with FDA. The information
sought through the registration process
is minimal, consisting largely of names
and addresses for a contact person, the
institution operating the IRB (if an
institution exists), the head of the
muon. t.thh IRB, and the IRB _—

erson. The tration would also
indicate the nppm;mlﬁnte number of
active protocols reviewed and the types
of FDA-regulated products involved. We
estimate that initial IRB registration may

1 hour. The average loaded wage

rate for administrators at public
institutions is about $44 per hour.* This
means that each IRB would spend $44
for an initial registration ($44 per hour
% 1 hour per initial registration).

We estimate that re-registration would
require less time, especially if the IRB
verifies existing information. If re-
registration requires 30 minutes, then
the cost of re-re on to each IRB
would be approximately $22 ($44 per
hour x 0.5 hours per re-registration).

Revising an IRB’s registration
information would probably involve
costs similar to re-registration costs. If
the revision requires 30 minutes, then
the cost of mvislnﬂ an IRB’s registration
information would be approximately
$22 per IRB.

Given the minimal registration
information that would be required and
the low costs associated with
registration, this final rule is not &
significant regulatory action, and we
certify that the final rule does not have
a significant sconomic impact on a

substantial number of small entities.
Therefore, the rule is not a “significant
regulatory action” under Executive
Order 12866 and does not require a
Regulatory Flexibility Act analysis.

Additionally, as that an
estimated 5,000 IRBs would register, the
final rule will result in a 1-year
expenditure of $220,000 (5,000 TRBs x
$44 registration wage costs per IRB).
Because the total expenditure under the
rule will not result in a 1-year
expenditure of $100 million or more, we
are not required to perform a cost-
benefit analysis under the Unfunded
Mandates Reform Act.

V1. Environmental Impact

We have determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VIL Paperwork Reduction Act of 1990

This rule contains information
collection requirements that are subject
to review by the Office of Menagement
and Budget (OMB) under the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3501-3520). The title, description, and
respondent description of the
information collection provisions are
shown below with an estimate of the
annual re and recordkeeping
burden. Included in the estimate is the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
sach collection of information.

Title: Institutional Review Boards:
Registration Requirements.

Description: The final rule requires
IRBs to register with FDA.

Description of Respondents:
Businesses and individuals,

The estimated burden associated with
the information collection requirements
of this rule is 8,750 hours.

We estimate the burden of this
collection of information as follows:

TABLE 1 —ESTIMATED ANNUAL REPORTING BURDEN?

21 CFR Section ey |Aoenlonmecoy | TamSeead | Towebsr | Tositioun
56.106(c) (inhial registration) 5,000 1 5,000 1 5,000
56.106(c) (re-registration) 2,500 1 2,500 05 1,250

1 Source: United States Department of Labor,
Bureau of Labor Statistics; National G

States for administrators and officials, public
administration, is §31.54. To account for bensfits,

Survey, june 2005, Overall hourly rate in the United  the hourly rate was incresssd by 40 percent and

roundasd to tha nearest whola dollar. Data accessed
on August 31, 2008, at hitp://data.bls gov.
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following considerations. According to a
1998 OIG repart, there are 3,000 to 5,000
IRBs in the United States, and most are
associated with hospitals and academic
centers (see Department of Health and
Human Services, Office of the Inspector
General, Institutional Review Boards: A
Time for Reform, page 3, June 8, 1998).
While not all IRBs are involved in
clinical investigations regulated by
FDA, for purposes of the PRA, we will
use 5,000 as the maximum number of
IRBs subject to the final rule.
Additionally, because the final rule
requires basic information about an IRB
(such as names and addresses) and
because registration would, in most
cases, be done electronically, we will
assume that registration will take only 1
hour per IRB. Thus, the total burden
hours would be 5,000 hours (5,000 [RBs
x 1 hour per IRB).

Re-registration and revisions to
existing registration information should
require less time than initial
registration. We will assume that re-
registration and revisions will take only
30 minutes per IRB. We will also
assums, based on OHRP's experience
with its IRB tion , that
50 percent of IRBs (2,500) will re-
register and that all (5,000) will revise
their registration information. Therefore,
the total burden hours for re-registration
will be 1,250 hours (2,500 [RBs x 0.5
hours per [RB), and the total burden
hours for revisions will be 2,500 hours
(5,000 IRBs x 0.5 hours per IRB

Prior to the effective J:Itn of final
rule, FDA will publish a notice in the
Federal announcing OMB's
decision 1o approve, modify, or
disapprove the information collection
provisions in this final rule. In
compliance with the PRA (44 U.S.C.
3507(d)), we have submitted the
information collection requirements of
this rule to OMB for review. An agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information unless it
displays a currently valid OMB control
number.

VIIL Federalism

We have analyzed this final rule in
accordance with the principles set forth

determined that the rule does not
contain policies that have substantial
direct e s on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the rule does not
contain policies that have federalism
ir:slluﬁm as defined in the order

, consequently, a federalism

m impact statement isnot

List of Subjects in 21 CFR Part 56
Human research subjects, Reporting
and recordkeeping requirements, Safety.

# Therefore, under the Federal Food,

Drug, and Cosmetic Act and under
autharity delegated to the
Commissioner, part 56 is amended as
follows:

PART 56—INSTITUTIONAL REVIEW
BOARDS

® 1. The authaority citation for 21 CFR
part 10 continues to read as follows:

121 U.S.C. 321, 343, 346, 346a,
348, 3504, 350b, 351, 352, 353, 355, 360,
360c-360f, 360h-360j, 371, 379, 381; 42
U.5.C. 216, 241, 262, 263b-263n.

§56.102 [Amended]

® 2. Amend § 56.102 in paragraph
(b){12) by removing the phrase “parts
812 and 813" and by adding in its place
the phrase “part 812",

# 3. Add § 56.106 to subpart A to read
as follows:

§56.106 Registration.

(a) Who must register? Each IRB in the
United States that reviews clinical
investigations regulated by FDA under
sections 505(i) or 520(g) of the act and
each IRB in the United States that
reviews clinical investigations that are
intended to support applications for
research or marketing permits for FDA-
regulated products must register at a site
maintained by the Department of Health
and Human Services FI{HS]. (A research
permit under section 505(i) of the act is
usually known as an investigational
new drug application (IND), while a
research permit under section 520(g) of

No. of Annual Frequency | Total Annual —[ Hours
21 CFR Section q per Fom Psgiones Fhm': Total Hours
56.106(e) 5,000 1 5,000 05 2,500
Total | 8,750
' There are no capital costs or operating and \ance costs d with this collection of information.
Our estimates are based on the in Executive Order 13132. We have the act is usually known as an

investigational device exemption (IDE).)
An individual authorized to act on the
IRB's behalf must submit the
registration information. All other IRBs
marg register voluntarily.

) What information must an IRB
nfiuur‘? Each IRB must provide the
following information:

(1) The name, mailing address, and
street address (if different from the
mailing address) of the institution
operating the IRB and the name, mailing
address, phone number, facsimile
number, and electronic mail address of
the senior officer of that institution who
is responsible for overseeing activities
performed by the IRB;

(2) The IRB's name, mailing address,
street address (if different from the
mailing address), phone number,
facsimile number, and electronic mail
address; each [RB chairperson’s name,
phone number, and electronic mail
address; and the name, mn.l!“.l'fﬁ:'ddms.
phone number, facsimile o , and
electronic mail address of the contact
person providing the registration
information.

(3) The approximate number of active
protocols involving FDA-regulated
products reviewed. For rurpmu of this
rule, an “active protocol” is an
pratocol for which an IRB conducted an
initial review or a continuing review at
a convened meeting or under an
expedited review procedure during the

prece 12 months; and
(4) A description of the of FDA-
regulated products (such as biological

products, color additives, food
additives, human \tnal; or medical
devices) involved in the protocols that
the IRB reviews.

(c) When must an IRB register? Each
IRB must submit an initial registration.
The initial registration must occur
befare the IRB begins to review a
clinical investigation described in
paragraph (a) of this section. Each IRB
must renew its registration every 3
years. TRB registration becomes effective
after review and acceptance by HHS.

(d) Where can an EB register? Each
IRB may register electronically through
http://ohrp.cit.nih.gov/efile. If an IRB
lufn the ability to register
electronically, it must send its
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registration information, in writing, to
the Good Clinical Practice Program (HF-
34), Office of Science and Health
Coordination, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

|e) How does an IRB revise its
registration information? If an [RB's
contact or chair person information
changes, the IRB must revise its
registration information by submitting
any changes in that information within
90 days of the change. An IRB's decision
to review new types of FDA-regulated
products (such as a decision to review
studies pertaining to food additives
whereas the IRB previously reviewed
studies to drug ucts), or
to discontinue reviewing clinical
investigations regulated by FDA isa
change that must be reported within 30
days of the change. An IRB's decision to
disband is a change that must be
reported within 30 days of permanent
cessation of the IRB's review of
research. All other information changes
may be reported when the IRB renews
its registration. The revised information
must be sent to FDA either
electronically or in in
accordance with paragraph (d) of this
section,

Dated: January 7, 2009,
Jeffrey Shuren,
Associate Commissioner for Policy and
Planning.
[FR Doc. E9-682 Filed 1-14-09; 8:45 am]
BILLING CODE 4160-07-5

DEPARTMENT OF STATE

22 CFR Part 42
[Public Notice: 6457]
RIN 1400-ABB4

Visas: Documentation of Immigrants
Under the Immigration and Nationality
Act, as Amended: Electronic Petition
for Diversity Immigrant Status

AGENCY: State Department.
ACTION: Final rule.

SUMMARY: This rule makes final an
interim rule published in the Federal
Register on August 18, 2003, amending
the Department's regulations pertaining
to the manner in which aliens may
petition for the opportunity to
participate in the Diversity Visa
Program. The rule changed the standard
mail-in system previously used to an
entirely electronic system for the
purpose of making the process less
prone to fraud, improve efficiency and
significantly reduce the processing costs
to the Government.

DATES: Effective Date: This rule is
effective on January 15, 2009.

FOR FURTHER INFORMATION CONTACT:
Lauren Prosnik, Legislation and
Regulations Division, Visa Services,
Department of State, Washington, DC
20520-0106, (202) 663-1202, e-mail
(prosnikla@state. gov),

SUPPLEMENTARY INFORMATION:

Why is the Department promulgating
this rule?

The Department published an interim
rule, Public Notice 4446 at 68 FR 49353,
Aug. 18, 2003, with a request for
comments, The comment period expired
on October 17, 2003. No public
comments were received during the
comment period.

What did the rule do?

The rule amended the Department’s
regulations at 22 CFR 42.33 to establish
an entirely electronic system utilizing a
specifically designated Internet Web
site, by which aliens can petition for the
opportunity to participate in the
Diversity Visa Program.

Why was the petitioning process
T T——.

There are three main benefits to
changing the mail-in process to an
electronic format. First, it helps
eliminate multiple applications,
prohibited under INA Section
204{a){1)(I). Secondly, it greatly reduces
the cost of administering the system.
Finally, it benefits the petitioners by
immediately notifying them of the
receipt of the petition, impossible under
the mail-in system.

PART 42—VISAS: DOCUMENTATION
OF IMMIGRANTS UNDER THE
IMMIGRATION AND NATIONALITY
ACT, AS AMENDED

® Accordingly, the interim rule
amending 22 CFR part 42 which was
published at 68 FR 49353 on August 18,
2003, is adopted as final without
change.

Dated: January 2, 2009.
Janice L. Jacobs,
Assistant Secretary for Gansular Affairs,
Department of State.
[FR Doc. Ee-698 Filed 1-14-09; 8:45 am]
BILLING CODE 4710-06-F

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

24 CFR Parts 203 and 3500
[Docket No. FR-5180-F-04]
RIN 2502-A161

Real Estate Settlement Procedures Act
(RESPA): Rule To Simplity and
Improve the Process of Obtaining
Mortgages and Reduce Consumer
Settlement Costs; Deferred

Date for the Revised

Applicability

Definition of “Required Use”

AGENCY: Office of the Assistant
Secretary for Housing-Federal Housing

Commissioner, HUD.
ACTION: Final rule.

SUMMARY: This final rule delays the
effective date of the definition of
“required use" as revised by HUD's
November 17, 2008, final rule amending
its RESPA regulations. The November
17, 2008, final rule provides that the
revised definition is applicable
commencing January 16, 2009, the
effective date of the final rule. Asa
result of recently initiated litigation,
HUD has determined to delay the
effective date of the revised definition of
“Required use" until April 16, 2009.
DATES: This correction is effective
January 186, 2009, The definition of
"Required use” in § 3500.2, as revised
by HUD's final rule published on
November 17, 2008, at 73 FR 68204, is
delayed until April 16, 2009.

FOR FURTHER INFORMATION CONTACT: vy
Jackson, Director, ar Barton Shapiro,
Deputy Director, Office of RESPA and
Interstate Land Sales, Office of Housing,
Department of Housing and Urban
Development, 451 7th Street, SW.,
Room 9158, Washington, DC 20410—
8000; telephone 202-708-0502 (this is
not a toll-free telephone number).
Persons with hearing or
impairments may access this number
through TTY by calling the toll-free
Federal Information Relay Service at
800-877-8339.

SUPPLEMENTARY INFORMATION: On
November 17, 2008 (73 FR 68204), HUD
published a final rule amending its
regulations to further the purposes of
the Real Estate Settlement Procedures
Act (12 U.5.C. 2601-2617) by requiring
more timely and effective disclosures
related to mortgage settlement costs for
federally related mortgage loans to
consumers. The final rule followed
publication of a March 14, 2008,
proposed rule (73 FR 14030) and made
changes in response to public comment
and in further consideration of certain
issues by HUD. Additional information
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