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Estimated Total Annual Burden 
Hours: 5400. 

In compliance with the requirements 
of Section 3506 (c) (2) (A) of the 
Paperwork Reduction Act of 1995, the 
Administration for Children and 
Families is soliciting public comments 
on the specific aspects of the 
information collection described above. 
Copies of the proposed collection of 
information can be obtained and 
comments may be forwarded by writing 
to the Administration for Children and 
Families, Office of Planning Research 
and Evaluation, 370 L’Enfant 
Promenade, SW., Washington, DC 
20447, Attn: ACF Reports Clearance 
Officer. All Requests should be 
identified by the title of the information 
collection. 

The Department specifically requests 
comments on: (a) Whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
the quality, utility, and clarity of the 
information to be collected; and (d) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
Consideration will be given to 
comments and suggestions submitted 
within 60 days of this publication. 

Robert Sargis, 
Reports Clearance Officer. 
[FR Doc. 2011–31493 Filed 12–7–11; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

President’s Committee for People With 
Intellectual Disabilities Notice of 
Committee Meeting via Conference 
Call 

AGENCY: President’s Committee for 
People with Intellectual Disabilities 
(PCPID), Administration for Children 
and Families, HHS. 

ACTION: Notice of Committee meeting 
via conference call. 

DATE: Wednesday, February 1, 2012, 
from 1 p.m. to 2:30 p.m. EST. This 
meeting, to be held via audio conference 
call, is open to the public. 

Details for accessing the full 
Committee Conference Call, for the 
public, are cited below: 

Toll Free Dial-In Number: (888) 989– 
0724 

Pass Code: 1939592 

Individuals who will need 
accommodations in order to participate 
in the PCPID Meeting via audio 
conferencing (assistive listening 
devices, materials in alternative format 
such as large print or Braille) should 
notify Genevieve Swift, PCPID 
Executive Administrative Assistant, at 
Edith.Swift@acf.hhs.gov, or by 
telephone at (202) 619–0634, no later 
than Wednesday, January 25, 2012. 
PCPID will attempt to meet requests for 
accommodations made after that date, 
but cannot guarantee ability to grant 
requests received after this deadline. 

Agenda: Committee Members will 
discuss plans for developing the PCPID 
2012 Report to the President. 

Additional Information: For further 
information, please contact Laverdia 
Taylor Roach, Senior Advisor, 
President’s Committee for People with 
Intellectual Disabilities, The Aerospace 
Center, Second Floor West, 370 L’Enfant 
Promenade SW., Washington, DC 20447. 
Telephone: (202) 619–0634. Fax: (202) 
205–9519. Email: LRoach@acf.hhs.gov. 

SUPPLEMENTARY INFORMATION: PCPID 
acts in an advisory capacity to the 
President and the Secretary of Health 
and Human Services, through the 
Administration on Developmental 
Disabilities, on a broad range of topics 
relating to programs, services, and 
supports for persons with intellectual 
disabilities. The PCPID Executive Order 
stipulates that the Committee shall: (1) 
Provide such advice concerning 
intellectual disabilities as the President 
or the Secretary of Health and Human 
Services may request; and (2) provide 
advice to the President concerning the 
following for people with intellectual 
disabilities: (A) expansion of 
educational opportunities; (B) 
promotion of homeownership; (C) 
assurance of workplace integration; (D) 
improvement of transportation options; 
(E) expansion of full access to 
community living; and (F) increasing 
access to assistive and universally 
designed technologies. 

Dated: December 1, 2011. 

Jamie Kendall, 
Deputy Commissioner, Administration on 
Developmental Disabilities. 
[FR Doc. 2011–31539 Filed 12–7–11; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2010–N–0381] 

Generic Drug User Fee; Public Meeting 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice of public meeting; 
request for comments. 

The Food and Drug Administration 
(FDA) is announcing a public meeting to 
discuss proposed recommendations for 
enactment of a Generic Drug User Fee 
Act (GDUFA), which will authorize 
FDA to collect fees and use them for the 
process for the review of human generic 
drug applications and associated Type II 
Active Pharmaceutical Ingredient Drug 
Master Files (DMFs) and for conducting 
associated inspections for fiscal years 
(FYs) 2013–2017. New legislation would 
be required for FDA to establish and 
collect user fees under such a program. 
FDA and the regulated industry have 
developed a proposal for Congressional 
consideration. In the interest of 
transparency, and in an effort to 
voluntarily follow a process similar to 
the ones set forth in the Federal Food, 
Drug, and Cosmetic Act for FDA’s other 
user fee programs, FDA is publishing 
the negotiated recommendations (the 
goals letter), holding a meeting at which 
the public may present its views on 
such recommendations, and providing 
an opportunity for the public to provide 
written comments on such 
recommendations. 

Date and Time: The public meeting 
will be held on December 19, 2011, from 
10 a.m. to 5 p.m. Registration to attend 
the meeting must be received by 
December 12, 2011. The meeting will 
also be Web cast. See Section III. B. of 
this document for information on how 
to register for the meeting and Section 
III.C. on information about how to 
access the Web cast. Please submit any 
comments that you plan to present at 
the public meeting to the docket by the 
date of the public meeting but note that 
written or electronic comments must be 
submitted by January 6, 2011. 
ADDRESSES: The meeting will be held at 
the FDA White Oak Campus, 10903 
New Hampshire Ave., Bldg. 2, rm. 2047, 
Silver Spring, MD 20993. Submit 
electronic comments to http:// 
www.regulations.gov. Submit written 
comments to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. All 
comments should be identified with the 
docket number found in brackets in the 
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heading of this document. Transcripts of 
the meeting will be available for review 
at the Division of Dockets Management 
and on the Internet at http:// 
www.fda.gov and http:// 
www.regulations.gov as soon as they are 
prepared after the public meeting (see 
Section III.C. of this document). 

FOR FURTHER INFORMATION CONTACT: Mari 
Long, Office of Policy, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 32, rm. 4237, Silver Spring, 
MD 20993, (301) 796–7574, FAX: 301 
847–3541, mari.long@fda.hhs.gov; or 
Peter C. Beckerman, Office of Policy, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 32, rm. 
4238, Silver Spring, MD 20993, (301) 
796–4830, FAX: (301) 847–3541, 
peter.beckerman@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing its intention to 
hold a public meeting to discuss 
proposed recommendations for the 
enactment of a GDUFA that would 
authorize FDA to collect user fees 
related to human generic drugs and use 
them for the process of the review of 
human generic drug applications and 
associated submissions, to conduct 
related inspections, and to engage in 
other related activities for FYs 2013 to 
2017. New legislation is required for 
FDA to establish and collect user fees 
for generic drugs. In furtherance of such 
a program, FDA engaged in negotiations 
with three industry trade associations 
over aspects of a joint proposal for a 
generic drug user fee program, including 
fees and performance goals, from 
February through September 2011. The 
Agency held four prior public meetings 
on the topic before and during this 
process, posted meeting minutes after 
each negotiation session as well as 
posting other related materials, held a 
public docket open during the 
negotiation, and considered all 
comments that were submitted. 

FDA and industry were able to reach 
agreement on a GDUFA program that, if 
enacted, is expected to place FDA’s 
generic drug program on a sound 
financial footing and would further the 
fundamental interests of safety, access, 
and transparency. The GDUFA proposal 
that resulted from this process is 
focused on three key aims: 

• Safety: To ensure that industry 
participants, foreign or domestic, who 
participate in the U.S. generic drug 
system are held to consistent high 
quality standards and are inspected 
biennially, using a risk-based approach, 
with foreign and domestic parity. 

• Access: To expedite the availability 
of low-cost, high-quality generic drugs 
by bringing greater predictability to the 
review times for abbreviated new drug 
applications, amendments and 
supplements, increasing predictability, 
and timeliness in the review process. 

• Transparency: To enhance FDA’s 
ability to protect Americans in the 
complex global supply environment by 
requiring the identification of facilities 
involved in the manufacture of generic 
drugs and associated active 
pharmaceutical ingredients and 
improving FDA’s communications and 
feedback with industry in order to 
expedite product access. 

Generic drugs play a critical role in 
providing more affordable, 
therapeutically equivalent medicine, 
and the GDUFA program is designed to 
keep individual fee amounts as low as 
possible to supplement appropriated 
funding to ensure that consumers 
continue to receive the significant 
benefits offered by generic drugs. 
Generic drugs provided more than $824 
billion dollars in savings to the nation’s 
health care system in the last decade 
alone. The additional resources called 
for under the agreement, an inflation- 
adjusted $299 million annually for each 
of the 5 years of the program, will 
provide FDA with the ability to perform 
critical program functions that could not 
otherwise occur. This program is not 
expected to add significantly to the cost 
of generic drugs: Given that a reported 
3.99 billion retail prescriptions per year 
were dispensed in the United States in 
2010 and assuming that 78 percent of 
these prescriptions were filled by 
generic drugs, it equates to less than a 
dime per prescription for the average 
cost of a prescription filled by a generic 
drug in the United States. Moreover, 
with the adoption of user fees and the 
associated savings in development time, 
the overall expense of bringing a 
product to market may decline and 
result in reduced costs. 

In addition to the public health 
benefits, the proposed program is 
expected to provide significant value to 
companies, and in particular to small 
companies and first time entrants in the 
generic market, who will benefit 
significantly from the certainty 
associated with performance review 
metrics that offer the potential to 
dramatically reduce the time needed to 
commercialize a generic drug when 
compared to pre-GDUFA review times. 

Because FDA remains interested in 
hearing from nonaffiliated companies in 
addition to patient and consumer 
stakeholders, the Agency is holding this 
final public meeting prior to providing 
recommendations to Congress. The 

meeting will provide an explanation of 
the negotiated joint recommendations 
and provide an opportunity for 
additional stakeholder reaction and 
input. 

II. The Proposed GDUFA Program 

A. Recommendations 

Key attributes of the proposed 
GDUFA Program, as negotiated, are 
memorialized in a goals letter that FDA 
has posted on its generic drug user fee 
Web page, which is accessible at 
http://www.fda.gov/ForIndustry/ 
UserFees/GenericDrugUserFees/ 
default.htm. 

B. Summary of the Program 

If enacted as negotiated, the program 
would provide FDA with additional 
funding for all aspects of the generic 
drug program in the amount of $299 
million per year, adjusted for inflation, 
for 5 years. With those additional user 
fee funds, FDA would agree to 
undertake a series of immediate 
program enhancements and 
performance goals. A nonexclusive list 
of major end goals for the program 
includes: 

1. Application metrics that increase to 
an eventual year 5 goal of FDA 
reviewing and acting on 90 percent of 
complete electronic abbreviated new 
drug applications (ANDAs) within 10 
months after the date of submission; 

2. Backlog metrics of FDA reviewing 
and acting on 90 percent of all ANDAs, 
ANDA amendments, and ANDA prior 
approval supplements pending on 
October 1, 2012, by the end of FY 2017; 
and 

3. Current good manufacturing 
practice (CGMP) inspection metrics 
under which FDA will conduct risk- 
adjusted biennial CGMP inspections of 
generic active pharmaceutical 
ingredient (API) and generic finished 
dosage form (FDF) manufacturers with 
the goal of achieving parity of 
inspection frequency between foreign 
and domestic firms in FY 2017. 

Many additional, and interim, 
performance metrics and efficiency 
enhancements are set forth in the 
negotiated documents. 

Under the program, fees would derive 
from two primary sources: Generic drug- 
related submissions and generic drug- 
related facilities. Submission fees would 
include fees for ANDAs and prior 
approval supplements, as well as for 
DMFs (for first reference only, as DMFs 
may be referenced multiple times by 
different sponsors). Facility fees would 
include fees for facilities that 
manufacture APIs for generic drugs as 
well and facilities that manufacture 
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generic FDFs. In the first year of the 
program, there would also be a fee 
assessed for applications that are 
pending on October 1, 2012, the so- 
called ‘‘backlog’’. 

As under the prescription drug user 
fee act (PDUFA), individual fee amounts 
would be set annually, with the total 
annual revenue provided by the user fee 
specified in statute. Of the total generic 
drug user fee revenue, 80 percent would 
be provided by the FDF manufacturers 
and 20 percent by API manufacturers. 
Additionally, 70 percent of the overall 
GDUFA revenue would be generated by 
facility fees and 30 percent would be 
generated by submission fees; though in 
the first year those splits will be slightly 
different because of the one-time 
backlog fee. 

While it is not possible to provide 
actual individual fee amounts until such 
fees are set by a Federal Register notice, 
it is expected that individual GDUFA 
fees will be orders of magnitude less 
than PDUFA fees, a factor due to the 
larger fee paying base in GDUFA. In 
negotiating the program, FDA was 
cognizant that generic drugs are a 
tremendous public health success story, 
responsible for saving $824 billion over 
the last decade. Consequently, the 
Agency worked to achieve a program 
that would not appreciably add to the 
cost of generic drugs, change the 
structure of the industry, or advantage 
any particular industry sector, 
regardless of size or location. 

The program, as negotiated, is aimed 
at putting FDA’s generic drugs program 
on a firm financial footing and 
providing additive resources necessary 
to assure timely access to safe, high- 
quality, affordable generic drugs. 

III. What information should you know 
about the meeting? 

A. When and where will the meeting 
occur? What format will FDA use? 

Through this notice, we are 
announcing a public meeting to update 
stakeholders and hear stakeholder views 
on the negotiated proposal for a generic 
drug user fee program. We will conduct 
the meeting on December 19, 2011, from 
10 a.m. to 5 p.m. at the FDA White Oak 
Campus, 10903 New Hampshire Ave., 
Bldg. 2, rm. 2047, Silver Spring, MD 
20993. In general, the meeting format 
will include a presentation by FDA and 
presentations by stakeholders and 
members of the public who have 
registered in advance to present at the 
meeting. The amount of time available 
for presentations will be determined by 
the number of people who register to 
make a presentation. We will also 
provide an opportunity for 

organizations and individuals to submit 
written comments to the docket after the 
meeting. FDA policy issues are beyond 
the scope of this initiative. Accordingly, 
the presentations should focus on 
process and funding issues, and 
reactions to the GDUFA 
recommendations, and not focus on 
policy. 

B. How do you register for the meeting 
or submit comments? 

If you wish to attend and/or present 
at the meeting, please register by email 
to GDUFA_Meeting4@fda.hhs.gov by 
December 12, 2011. Your email should 
contain complete contact information 
for each attendee, including name, title, 
affiliation, address, email address, and 
telephone number. Registration is free 
and will be on a first-come, first-served 
basis. Early registration is recommended 
because seating is limited. FDA may 
limit the number of participants from 
each organization, as well as the total 
number of participants, based on space 
limitations. Registrants will receive 
confirmation once they have been 
accepted. Onsite registration on the day 
of the meeting will be based on space 
availability. We will try to accommodate 
all persons who wish to make a 
presentation. The time allotted for 
presentations may depend on the 
number of persons who wish to speak, 
and if the entire meeting time is not 
needed for presentations, FDA reserves 
the right to terminate the meeting early. 
If you need special accommodations 
because of disability, please contact 
Mari Long or Peter Beckerman (see FOR 
FURTHER INFORMATION CONTACT) at least 7 
days before the meeting. 

In addition, any person may submit 
written or electronic comments to the 
Division of Dockets Management (see 
ADDRESSES). Submit a single copy of 
electronic comments or two paper 
copies of any mailed comments, except 
that individuals may submit one paper 
copy. Comments are to be identified 
with the docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. To ensure 
consideration, all comments must be 
received by January 6, 2012. Submission 
of comments prior to the meeting is 
strongly encouraged. 

C. Will the meeting be Web cast? 
For those unable to attend in person, 

FDA will Web cast and provide a 
telephone audio link to the meeting. To 
join the Web meeting, please go to 
https://collaboration.fda.gov/gdufa/. For 
audio, please call 301–796–2700 and 

enter participant code 121947. If you 
have never attended a Connect Pro 
meeting before, you may wish to test 
your connection by going to: https:// 
collaboration.fda.gov/common/help/en/ 
support/meeting_test.htm. 

D. Will meeting transcripts be available? 
Please be advised that as soon as a 

transcript is available it will be 
accessible at http://www.regulations.gov 
and http://www.fda.gov. It may be 
viewed at the Division of Dockets 
Management (see ADDRESSES). A 
transcript will also be made available in 
either hard copy or on CD–ROM, after 
submission of a Freedom of Information 
request. Written requests are to be sent 
to the Division of Freedom of 
Information (ELEM)-1029, Food and 
Drug Administration, 12420 Parklawn 
Dr., Element Bldg., Rockville, MD 
20857. 

Dated: December 5, 2011. 
Leslie Kux, 
Acting Assistant Commissioner for Policy. 
[FR Doc. 2011–31630 Filed 12–6–11; 4:15 pm] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Secretary’s Advisory Committee on 
Heritable Disorders in Newborns and 
Children; Notice of Meeting 

In accordance with section 10(a)(2) of 
the Federal Advisory Committee Act 
(Pub. L. 92–463, codified at 5 U.S.C. 
app. 2), notice is hereby given of the 
following meeting: 

Name: Secretary’s Advisory Committee on 
Heritable Disorders in Newborns and 
Children. 

Dates and Times: January 26, 2012, 8:30 
a.m. to 5 p.m. January 27, 2012, 8:30 a.m. to 
3:30 p.m. 

Place: Park Hyatt Hotel, 1201 24th Street 
NW., Washington, DC 20037. 

Status: The meeting will be open to the 
public, but attendance will be limited by the 
space available. Participants are asked to 
register for the meeting by going to the 
registration Web site at http:// 
altarum.cvent.com/event/sachdncjan2012. 
The registration deadline is Monday, January 
23, 2012. Individuals who need special 
assistance, such as sign language 
interpretation or other reasonable 
accommodations, should indicate their needs 
on the registration Web site. The deadline for 
special accommodation requests is Tuesday, 
January 24, 2012. If there are technical 
problems gaining access to the Web site, 
please contact Maureen Ball, Meetings 
Coordinator, at conferences@altarum.org. 

Purpose: The Secretary’s Advisory 
Committee on Heritable Disorders in 

VerDate Mar<15>2010 15:59 Dec 07, 2011 Jkt 226001 PO 00000 Frm 00052 Fmt 4703 Sfmt 4703 E:\FR\FM\08DEN1.SGM 08DEN1m
st

oc
ks

til
l o

n 
D

S
K

4V
P

T
V

N
1P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://collaboration.fda.gov/common/help/en/support/meeting_test.htm
https://collaboration.fda.gov/common/help/en/support/meeting_test.htm
https://collaboration.fda.gov/common/help/en/support/meeting_test.htm
http://altarum.cvent.com/event/sachdncjan2012
http://altarum.cvent.com/event/sachdncjan2012
https://collaboration.fda.gov/gdufa/
mailto:GDUFA_Meeting4@fda.hhs.gov
http://www.regulations.gov
mailto:conferences@altarum.org
http://www.fda.gov

		Superintendent of Documents
	2011-12-08T02:32:54-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




