DEPARTMENT OF HEALTH AND HUMAN SERVICES B

Food and Drug Administration

21 CFR Parts 310, 312, 314, 320, 600, 601, and 606

[Docket No. 2000N-1484]

RIN 0910-AA97

Safety Reporting Requirements for Human D,r,‘ugrand Biolo’g‘ikcal Products;

Extension of Comment Period »

AGENCY: Food and Drug Administration, HHS.

ACTION: Proposed rule; extension of comment peridd.

SUMMARY: The Food and Drug Administration (FDA) is extending to Octobe;iji
14, 2003, the comment period for a proposed rule published in the \Fed’emlu;y ‘,
Register of March 14, 2003 (68 FR 12406). The proposed r:ulek_w,;)uld‘amenld)y

the agency’s pre- and postmarketmg safety reportmg regulatlons for human
drug and biological products. The agency is takmg ’[hlS action 111 response to

a request for more time to submit commentsto¥FDA.

DATES: Submit written or electronic comments on the proposed rule by October

14, 2003.

ADDRESSES: Submit written comments to the Div,ision of Dockets Management

(HFA-—SOS) Food and Drug Admmlstratlon 5630 Flshers Lane rm. 1061

Rockville, MD 20852. Submit electronic comments to FDADockets@oc fda .gov

or on the Internet at http:// accessdata.fda.gov/scripts/ oc/ dockets/

commentdocket.cfm.

FOR FURTHER INFORMATION CONTACT: R
For information concerning human“drug ‘prode:zc‘ts:AudreyﬂA‘ Thomas,f

cd03101
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Center for Drug Evaluation and Research (HFD—OO?), Food and Drug
Administration, 5600 F ishers Lane, Rockvi’ll,e, MD 20857, 301-594—-
5626.

For information Conceming human bio]ogjca] ;produ‘cts: Miles Braun,
Center for Biologics Evaluation and Re,_s(ea;gch (HFM—ZZO), Food and Drug
Administration, 1401 Rockville Pike, Rockvfille,k MD 20852-1448, 301
827-6079. |

SUPPLEMENTARY INFORMATION:

I Background o

In the Federal Register of March 14, 2003 (68 FR 12406), FDA published
a proposed rule that, if finalized, would amend its pre-and postmarketing |
safety reporting reguiations for human drug and bj;ological pyoducts to:

e Implement definitions and reporting formats and standards

recommended by the International Conference on Harmonisation of Technical =

Requirements for Registration of Pharmaceuticals for Human Use and by the

World Health Organization’s Council for(Interna@tign@l,Q;tganizations of
Medical Sciehces;

¢ Codify the agency’s expectations for timely acquisitioh, évaluation, and
submission of relevant safety information for marketed drugs and licensed
“biological products; | -
* Require that certain information, such as domestic reports of medication
- errors, be submitted to the agency in an exped‘ited:man‘per;’ and |

» Clarify certain requirements and make other minor revisions. .

FDA also proposed to amend ;ts‘pos"tma;rketin;g ann"t’lal"re‘porting |
regulations for human drug and licensed biological products by revising the

content for these reports.
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Interested persons were given until July 14, 2003, to submit wrltten or
‘electronic comments to the agency on the proposal On May 7, 2003, FDA
- received a written request to allow an additional 90 days‘fo‘r 11‘1’_’t¢erkes‘ted‘ persons

to comment, FDA believes that an extension of 90 days to the comment period

is appropriate, given the length and complex1ty of the proposed rule
Therefore, FDA is extending the comment perlod untll October 14, 2003 Th1s
extension will provide the public with a total of ‘2‘1 0 days to submit Comme,nts’
II. Comments | | ‘
Interested persons may submlt to the DlVlSlOn of Dockets Management (see
ADDRESSES) written or electronic comments on the proposal Submit a smgle
copy of electronic comments or two paper copies of any mailed comments,

except that individuals may submit one paper copy.
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Comments are to be identified with the do

the heading of this document. Received comments may be seen in the Division

of Dockets Management between 9 a.m. and 4 pm M()ﬁday through Friday.

Dated: ____ ;,C//i/@:«

June 11, 2003.

Yo

Jeffrey Shuren,

Assoeiate Commissioner for Policy.
Aosistea b : ,
[FR Doe. 03-7?777 Filed 77-77-03; 8:45 am] %Z
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