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Office (CAJ6), Office of the Chief 
Operating Officer (CAJ), by deleting 
item (1) and inserting the following: (1) 
Plans, coordinates, and provides CDC-
wide management and information 
services in the following areas: policy 
development and consultation, studies 
and surveys, delegations of authorities, 
organizations and functions, Privacy 
Act, confidentiality management, 
records management, Paperwork 
Reduction Act and OMB clearance, 
printing procurement and reproduction, 
and meeting management, forms design 
and management, publications 
distribution, mail services, public 
inquires, information quality, and 
Federal advisory committee 
management. 

Delete the functional statement for the 
Office of the Director (CAJ61) and insert 
the following: 

Plans, directs, coordinates, and 
implements activities of the 
Management Analysis and Services 
Office (MASO). (1) Plans, directs, and 
coordinates requirements of OMB 
Circulars to conduct competitive 
sourcing activities, management review 
and FAIR Act activities and to 
determine whether certain Agency 
functions might be more appropriately 
carried out through or by commercial 
sources; (2) plans, develops, and 
implements policies and procedures in 
these areas, as appropriate; (3) provides 
forms management services, including 
development, coordination of 
clearances, and inventory management. 

Delete in their entirety the title and 
functional statement for the Committee 
Management and Program Panels 
Activity (CAJ62). 

Delete in their entirety the title and 
functional statement for the 
Management Procedures Branch 
(CAJ63). 

Delete the title and functional 
statement for the Management Analysis 
Branch (CAJ64), and insert the 
following: 

Management Analysis and Policy 
Branch (CAJ64). (1) Provides 
management and oversight of CDC 
Federal advisory committees including 
the CDC-wide special emphasis panel 
that is the primary review mechanism 
for assuring scientific and programmatic 
review of applications and cooperative 
agreements for grant support and 
contracts; (2) provides consultation and 
assistance to CDC program officials on 
the establishment, modification, or 
abolishment of organizational structures 
and functions; reviews and analyzes 
organizational changes; and develops 
documents for approval by appropriate 
CDC or HHS officials; (3) coordinates 
IG/GAO audit activities; (4) conducts 

management and operational studies for 
CDC to improve the effectiveness and 
efficiency of management and 
administrative systems techniques, 
policies, and organizational structures; 
(5) interprets, analyzes, and makes 
recommendations concerning 
delegations and redelegations of 
program and administrative authorities, 
and develops appropriate delegating 
documents; (6) manages the CDC policy 
issuance system to include policy 
development, dissemination, and 
advisory services; interprets HHS and 
other directives and assesses their 
impact on CDC policy, and maintains 
the official CDC library of 
administrative management policy and 
procedures manuals; (7) directs the 
agency-wide confidentiality 
management function to process 
applications for approval to collect 
sensitive research data in accordance 
with special confidentiality authorities 
in Sections 301(d) and 308(d) of the 
Public Health Service Act; (8) provides 
consultation and assistance to CDC 
program officials and staff in complying 
with the requirements of the Privacy 
Act, the Paperwork Reduction Act and 
OMB clearance, and accompanying 
guidelines and regulations; (9) plans, 
develops, and implements policies and 
procedures in these areas, as 
appropriate; (10) conducts a CDC-wide 
records management program, including 
provision of technical assistance in the 
development and conduct of electronic 
records management activities. 

Delete the title and functional 
statement for the Management Services 
Branch (CAJ65) and insert the following: 

Management and Information 
Services Branch (CAJ65). (1) Plans and 
conducts a publications management 
program, including development, 
production, procurement, distribution, 
and storage of CDC publications; (2) 
plans, directs, coordinates, and 
implements CDC-wide information 
distribution services and mail and 
messenger services, including the 
establishment and maintenance of 
mailing lists and OPS Announcements; 
(3) maintains liaison with contract 
suppliers, HHS, the Government 
Printing Office, and other Government 
agencies on matters pertaining to 
printing, copy preparation, 
reproduction, and procurement of 
printing; (4) manages all functions of the 
auditoriums at the Roybal Campus and 
specific meeting rooms at Roybal and 
other CDC campuses provides 
conference management support and 
audio-visual expertise to CIO customers; 
plans, develops, and implements 
policies and procedures in these areas, 
as appropriate; (5) serves as the focal 

point for recommending policies and 
establishing procedures for matters 
pertaining to energy conservation of 
white office paper recycling; (6) receives 
and reviews requests received from the 
public or information and publications; 
and responds to the requests or triages 
them to the appropriate organization 
(CDC or other agencies) for action; (7) 
manages the CDC-wide subject matter 
database which serves as a resource for 
CIOs, call management services and 
hotlines within CDC; (8) manages the 
current food service facilities at the 
Roybal and Chamblee Campuses as well 
as future planned food service facilities; 
(9) responsible for the planning, 
coordination and management of the 
Conference Center located in the 
Scientific Communication Center on the 
Roybal Campus; manages the 
infrastructure support for functions 
within the Scientific Communication 
Center provided by a contractor; (10) 
manages the receipt and response to 
complaints by the public questioning 
the accuracy of any scientific 
information disseminated by CDC; 
implements established government 
guidelines contained in Public Law 
106–554, Section 515, for ensuring the 
Quality of Information disseminated to 
the public by Government Agencies.

Dated: January 22, 2004. 
William H. Gimson, 
Chief Operating Officer, Centers for Disease 
Control and Prevention (CDC).
[FR Doc. 04–1905 Filed 1–28–04; 8:45 am] 
BILLING CODE 4160–18–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004N–0026]

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Human Cells, 
Tissues, and Cellular and Tissue-
Based Products; Establishment 
Registration and Listing; Form FDA 
3356

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
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extension of an existing collection of 
information, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 
the information collection requirements 
relating to FDA regulations for 
establishment registration and listing for 
human cells, tissues, and cellular and 
tissue-based products (HCT/Ps) and the 
associated Form FDA 3356 used to 
report establishment registration and 
listing information.
DATES: Submit written or electronic 
comments on the collection of 
information by March 29, 2004.
ADDRESSES: Submit electronic 
comments to http://www.fda.gov/
dockets/ecomments. Submit written 
comments on the collection of 
information 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 
heading of this document.
FOR FURTHER INFORMATION CONTACT: 
JonnaLynn P. Capezzuto, Office of 
Management Programs (HFA–250), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–827–
4659.
SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3520), Federal 
agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document.

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 

the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology.

Human Cells, Tissues, and Cellular and 
Tissue-Based Products; Establishment 
Registration and Listing; Form FDA 
3356—21 CFR 1271 (OMB Control 
Number 0910–0469)—Extension

Under section 361 of the Public 
Health Service Act (the PHS Act) (42 
U.S.C. 264), FDA may issue and enforce 
regulations necessary to prevent the 
introduction, transmission, or spread of 
communicable diseases between the 
States or from foreign countries into the 
States. As derivatives of the human 
body, all HCT/Ps pose some risk of 
carrying pathogens that could 
potentially infect recipients or handlers. 
The regulations in part 1271 (21 CFR 
part 1271) require domestic and foreign 
establishments that recover, process, 
store, label, package, or distribute any 
HCT/P, or that perform screening or 
testing of the cell or tissue donor to 
register with FDA (§ 1271.10(b)(1)) and 
submit a list of each HCT/P 
manufactured (§ 1271.10(b)(2)). Section 
1271.21(a) requires the initial 
establishment registration, and section 
1271.25(a) and (b) identify the required 
initial registration and HCT/P listing 
information. Section 1271.21(b) requires 
an annual update of the establishment 
registration. Section 1271.21(c)(ii) 
requires establishments to submit HCT/
P listing updates when an HCT/P is 
changed as described in section 
1271.25(c). Section 1271.25(c) identifies 
the required HCT/P listing update 
information. Section 1271.26 requires 
establishments to submit an amendment 
if ownership or location of the 
establishment changes.

FDA requires the use of a registration 
and listing form (Form FDA 3356; 
Establishment Registration and Listing 
for Human Cells, Tissues, and Cellular 
and Tissue-Based Products (HCT/Ps); 
http://forms.psc.gov/forms/FDA/
fda.html) (§§ 1271.22 and 1271.25) to 
submit the required information. To 
further facilitate the ease and speed of 
submissions, electronic submission is 
accepted (http://www.fda.gov/cber/
tissue/tisreg.htm).

Sections 207.20, 207.26, 207.30 
(approved under OMB control number 
0910–0045), and 807.22(a) and (b) 
(approved under OMB control number 
0910–0387) (21 CFR 207.20, 207.26, 
207.30, and 807.22(a) and (b)) already 
require establishments that manufacture 

drugs or devices to submit to FDA 
initial establishment registration and 
product listing, as well as annual 
establishment registration, product 
listing updates, and location and 
ownership amendments. Sections 
207.20(f) and 807.20(d) require that 
manufacturers of HCT/P drugs (subject 
to review under an application 
submitted under section 505 of the 
Federal Food, Drug, and Cosmetic Act 
(the act) (21 U.S.C. 355) or under a 
biological products license application 
under section 351 of the PHS Act (42 
U.S.C. 262)) and devices (subject to 
premarket review or notification, or 
exempt from notification, under an 
application submitted under the device 
provisions of the act or under a 
biological product license application 
under section 351 of the PHS Act) 
submit this registration and listing 
information using Form FDA 3356 
instead of the multiple forms identified 
under parts 207 and 807. Therefore 
these establishments (FDA estimates a 
total of 67 (1+66) respondents as shown 
in table 1 of this document) will incur 
only a one-time burden to transition 
from the use of several forms to the use 
of one form.

Respondents to this information 
collection are establishments that 
recover, process, store, label, package or 
distribute any HCT/P, or perform donor 
screening or testing. In table 2 of this 
document, based on information from 
FDA’s database system for the fiscal 
year (FY) 2003, there are 1,003 
establishments that have registered and 
listed with FDA. This number includes 
552 establishments manufacturing 
conventional or ocular HCT/Ps, which 
are currently required to register and list 
with FDA. The remaining 451 
establishments are manufacturers of 
hematopoietic stem cells derived from 
peripheral or cord blood, and 
reproductive cells and tissue. Although 
these establishments currently are not 
required to register and list, some have 
registered voluntarily and are therefore 
included in the burden estimate. Based 
on information from FDA’s database for 
FY 2002, there were 484 listing updates 
and 12 location/ownership 
amendments. When registration and 
listing requirements are implemented 
for all HCT/P establishments, i.e., when 
sections 207.20(f), 807.20(d), and 
1271.3(d)(2) are effective, FDA estimates 
in table 1 of this document that 
approximately 367 (300+66+1) HCT/P 
establishments would initially register 
and list in addition to the 1,003 
currently registered establishments.

The burden estimates for the initial 
registration and listing and average 
hours per response are based on 
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institutional experience with 
comparable reporting provisions for 
drugs including biological products, and 
devices, information from industry 
representatives and trade organizations, 

and data provided by the Eastern 
Research Group, a consulting firm hired 
by FDA to prepare an economic analysis 
of the potential economic impact on 

sperm banks and other reproductive 
tissue facilities.

FDA estimates the burden of this 
collection of information as follows:

TABLE 1.—ESTIMATED INITIAL (ONE-TIME) REPORTING BURDEN1

21 CFR Section 
Form

FDA 3356
No. of

Respondents

Annual
Frequency per 

Response

Total Annual
Responses

Hours per
Response Total Hours 

207.20(f) Change to Form 3356 1 1 1 0.5 0.5

807.20(d) 66 1 66 0.5 33

1271.10(b)(1) and (b)(2), 
1271.21(a), and 1271.25(a) 
and (b)

Initial registration and listing 300 1 300 0.75 225

Total 258.5

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

TABLE 2.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section 
Form

FDA 3356
No. of

Respondents

Annual
Frequency per 

Response

Total Annual
Responses

Hours per
Response Total Hours 

1271.10(b)(1) and 1271.21(b) Annual Registration 1,003 1 1,003 0.5 501.5

1271.10(b)(2), 1271.21(c)(ii), and 
1271.25(c)

Listing Update 484 1 484 0.5 242

1271.26 Registration Amendment 12 1 12 0.25 3

Total 746.5

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

Dated: January 21, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–1839 Filed 1–28–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for FROVA 
and is publishing this notice of that 
determination as required by law. FDA 
has made the determination because of 
the submission of two applications to 
the Director of Patents and Trademarks, 
Department of Commerce, for the 

extension of two patents that claims that 
human drug product.
ADDRESSES: Submit written comments 
and petitions to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments.
FOR FURTHER INFORMATION CONTACT: 
Claudia Grillo, Office of Regulatory 
Policy (HFD–013), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 240–453–6699.
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Public Law 98–
417) and the Generic Animal Drug and 
Patent Term Restoration Act (Public 
Law 100–670) generally provide that a 
patent may be extended for a period of 
up to 5 years so long as the patented 
item (human drug product, animal drug 
product, medical device, food additive, 
or color additive) was subject to 
regulatory review by FDA before the 
item was marketed. Under these acts, a 
product’s regulatory review period 
forms the basis for determining the 

amount of extension an applicant may 
receive.

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of Patents and Trademarks may 
award (for example, half the testing 
phase must be subtracted as well as any 
time that may have occurred before the 
patent was issued), FDA’s determination 
of the length of a regulatory review 
period for a human drug product will 
include all of the testing phase and 
approval phase as specified in 35 U.S.C. 
156(g)(1)(B).

FDA recently approved for marketing 
the human drug product FROVA 
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