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DEPARTMENT OF HEALTH AND HUMAN SERVI CES
Food and Drug Adm nistration

21 CFR Parts 20, 201, 207, 314, 330, 514, 515, 601, 607, 610, and
1271

[ Docket No. 2005N- 0403]
RI'N 0910- AA49

Requi renents for Foreign and Donestic Establishnment Registration

and Listing for Human Drugs, Including Drugs That Are Regul ated Under a
Bi ol ogi cs License Application, and Animal Drugs; Public Meeting;

Ext ensi on of Conment Peri od

AGENCY: Food and Drug Adm nistration, HHS.

ACTI ON: Proposed rul e; notice of public neeting and extension of
comrent peri od.

SUMWVARY: The Food and Drug Admi nistration (FDA) is announcing a public
nmeeting to discuss the proposed changes to the National Drug Code (NDC)
system contained in the agency's proposed rul e governing drug

establi shnment registration and drug listing. The proposed rul e appeared
I n the Federal Register of August 29, 2006 (71 FR 51276). In addition,

I n response to requests for an extension, FDA is extending to January
26, 2007, the comrent period for the proposed rule to
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provide interested parties additional tine to submt coments.

DATES: The public nmeeting will be held on Decenber 11, 2006, from?9
a.m to 4 pm Register to attend the neeting by Novenber 24, 2006.
Submt witten or electronic comments for consideration at the neeting
and requests to speak by Novenber 24, 2006. Submit witten or

el ectronic comments on the proposed rule and this notice by January 26,
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2007.

ADDRESSES: The public neeting will be held at FDA, Center for Drug
Eval uati on and Research Advisory Committee Conference Room 5630
Fi shers Lane, rm 1066, Rockville, M 20852.

You may submt comrents, identified by Docket No. 2005N- 0403 and
RI N nunber 0910- AAA9, by any of the foll ow ng nethods:

El ect roni ¢ Subm ssi ons

Submt electronic coments in the follow ng ways:
Federal eRul emaking Portal: http://ww.regul ations. gov.

Foll ow the instructions for submtting comments.
Agency Web site: http://ww.fda. gov/dockets/ecoments.

Follow the instructions for submtting coomments on the agency Wb site.
Witten Subm ssions

Submit witten subm ssions in the foll ow ng ways:
FAX: 301-827-6870.
Mai | / Hand del i very/ Courier [For paper, disk, or CD ROM
subm ssions]: Division of Dockets Managenent (HFA-305), Food and Drug
Adm ni stration, 5630 Fishers Lane, rm 1061, Rockville, MD 20852.

To ensure nore tinely processing of conmments, FDA is no | onger
accepting comments submtted to the agency by e-nmail. FDA encourages
you to continue to submt electronic comments by using the Federal
eRul emaki ng Portal or the agency Wb site, as described in the
El ectroni ¢ Subm ssions portion of this paragraph.

I nstructions: Al subm ssions received nust include the agency nane
and Docket No(s). and Regulatory Information Nunber (RIN) for this
rul emaki ng. All comrents received nay be posted w thout change to
http://wwv. f da. gov/ ohrns/ dockets/default.htm including any personal

i nformation provided. For additional information on submtting
comments, see the "~ “~Request for Comments'' headi ng of the SUPPLEMENTARY
| NFORMATI ON section of this docunent.

Docket: For access to the docket to read background docunents or
comments received, go to http://ww.fda.gov/ohrns/dockets/default.htm

and insert the docket nunber(s), found in brackets in the headi ng of
this docunent, into the "~ Search'' box and follow the pronpts and/or go
to the D vision of Dockets Managenent, 5630 Fishers Lane, rm 1061,
Rockville, MD 20852.

FOR FURTHER | NFORVATI ON CONTACT: Lakshm Cherukuri, Center for Drug
Eval uati on and Research (HFD-330), Food and Drug Adm ni stration, 5600
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Fi shers Lane, Rockville, NMD 20857, 301-827-8924, E-mil:
Lakshm . Cher ukuri @ da. hhs. gov.

SUPPLEMENTARY | NFORMATI ON:
| . Background

In the Federal Register of August 29, 2006 (71 FR 51276), FDA
publ i shed a proposed rule entitled "~ Requirenents for Foreign and
Donestic Establishnment Registration and Listing for Human Drugs,

I ncl udi ng Drugs that are Regul ated Under a Biol ogics License
Application, and Animal Drugs'' (proposed rule). The proposed revisions
woul d reorgani ze, consolidate, clarify, and nodify current regul ations
concerni ng who nust register establishnents and |ist human drugs, human
drugs that are al so biological products (including vaccines and

al l ergenic products), and/or human cells, tissues, and cellular and

ti ssue-based products, and ani nal drugs.

The proposed rule would make certain changes to the NDC system and
add a requirenent that the appropriate NDC nunber appear on the | abels
of all drugs subject to the listing requirenments. The NDC nunber is a
wi dely used identifier for drugs. It is a unique 10-digit nunber
consisting of 3 segnents: The | abeler code, the product code, and the
package code. NDC nunbers are an inportant, standardi zed identification
system for drug products used in data or clains processing and for a
vari ety of other purposes where identification of drug products is
essential. For nore information regarding the NDC nunber, how it
originated, and how it is used, see the preanble of the proposed rule
(71 FR 51276 at 51295 to 51296). In the proposed rule, FDA is not
proposi ng to change the format of the NDC nunber (although comments are
wel cone on this topic), but is proposing to change the processes for
assi gning and di spl ayi ng the NDC nunber. FDA' s proposed changes to the
NDC nunber are described in detail in section |IV.C of the preanble of
the proposed rule (71 FR 51276 at 51295 t hrough 51306).

I1. The Public Meeting
A. Request for a Public Meeting on NDC- Rel ated | ssues

In a letter dated October 20, 2005, the Healthcare Distribution
Managenent Associ ation (HDVA), a trade association representing drug
distributors, requested that before publishing the proposed rule, FDA
hold a public neeting on issues related to changes to the NDC system
FDA responded by | etter dated Decenber 14, 2005, that we planned to
hol d a public neeting on NDC changes during the comment period
followi ng publication of the proposed rule. W stated that doing so
after the proposal was published would give interested parties the
benefit of review ng the agency's proposal prior to the neeting, which
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woul d facilitate nore focused comments during the neeting on issues
raised in the proposed rule.

B. Scope of the Public Meeting

As requested, we are holding a public neeting to discuss changes to
the NDC system contained in the proposed rule. W enphasi ze that
di scussion at this public neeting will be limted to NDC-rel ated i ssues
and will not include any other registration or listing issues. Persons
W shing to comment on other aspects of the proposed rule should do so
by submtting their comments, in witing, as directed in the proposal.

We anticipate that discussions will include presentations from FDA
personnel, invited speakers, and nenbers of the public. W invite
di scussion of NDC-related topics raised in the proposed rule, including
the foll ow ng:

1. The proposed requi renent that human-readabl e NDC nunbers appear
on the | abels of drugs subject to the drug listing requirenents (see 71
FR 51276 at 51297).

2. The proposed requirenment that the " “appropriate NDC nunber'
t hat nmust appear on the | abels of drugs is the NDC nunber of the | ast
manuf acturer, repacker or relabeler (including a drug product sal vager
who repacks or relabels the drug), or private |abel distributor
responsi ble for the drug i medi ately before it is received by the
whol esal er or retailer (see 71 FR 51276 at 51297 to 51298).

3. The proposed requirenent that the human-readabl e NDC nunber be
i mmedi ately preceded by the prefix "~ NDC' (see 71 FR 51276 at 51298).

4. The proposal to designate the responsibility of assigning the
NDC nunber to FDA (see 71 FR 51276 at 51299).

[ [ Page 63728]]

5. The proposed prohibitions agai nst using an NDC nunber to
represent a different drug than the drug to which the NDC nunber was
assi gned, and against using a different NDC nunber if marketing is
resuned for a drug that was discontinued earlier (see 71 FR 51276 at
51305).

6. The proposal to exenpt from public disclosure the NDC nunber
assigned to the drug imedi ately before the drug is received by the
repacker or relabeler. The reason for the proposed exenption is that
this informati on may di scl ose a business relationship between the
manuf acturer, repacker, rel abeler, or drug product sal vager and the
busi ness from which they obtained the drug, and nay constitute
commercial or financial information that is exenpt from public
di scl osure (see 71 FR 51276 at 51320).

7. The possibility of adding one or nore digits to the NDC code in
the future (see 71 FR 51276 at 51300).

C. Registration, Agenda, and Transcri pt
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There is no fee to register for the neeting, but registration is
required and space is limted. Interested parties are therefore
encouraged to register early. Limted visitor parking is avail able for
a fee, and the Twi nbrook Metro Stop is within wal king distance of the
meeting site. Early arrival is encouraged, as there will be security
screening. You will be asked for governnent-issued picture
Identification by the security officers. If you need speci al
accommodations due to a disability, please include this information
when registering.

Regi stration for General Attendees. Registration is required to
attend the public neeting. If you wish to attend the neeting, you nust
regi ster by Novenber 24, 2006, via e-mail to:

CDER 330CATS@der.fda.gov. Please indicate "~ "National Drug Code (NDC)

system' in the SUBJECT |ine and provide conplete contact infornmation
for each attendee (including nane, title, affiliation, e-mail address,
and phone nunber(s)). Upon receipt and review for adequacy of
I nformation, an e-mail will be sent to confirmregistration.

Regi stration for Speaking Attendees. If you wish to speak at the
nmeeting, you nust register by Novenber 24, 2006, via e-mail to:
CDER 330CATS@der.fda.gov. Please indicate ~ Speaker-National Drug Code

(NDC) systemi' in the SUBJECT |ine. When registering, speakers nust
provide the following information: (1) The NDC-related topic or issue
to be addressed; (2) the speaker's nane, title, conpany or
organi zati on, address, phone nunber, and e-nmail address; and (3) the
approximate length of tine requested to speak. W encourage
consolidation of |like m nded presentations to enable a broad range of
views to be presented.
Agenda and Transcript. The agenda for the public neeting will be
avai |l able on FDA's Center for Drug Eval uation and Research (CDER) Wb
site at: http://ww. fda. gov/cder/ ndc/dat abase/default. htm After the neeting,

t he agenda, presentations, and transcript will be placed on file in the
Di vi si on of Dockets Managenent under Docket No. 2005N-0403 and on
CDER s Wb site identified previously.

Copies of the transcript may be requested in witing fromthe
Freedom of Information Ofice (HFI-35), Food and Drug Administration,
5600 Fishers Lane, rm 12A-16, Rockville, MD 20857, approximately 20
wor ki ng days after the neeting at a cost of 10 cents per page, or on
conpact disc at a cost of $14.25 each. You may al so exam ne the
transcript at the Division of Dockets Managenent between 9 a.m and 4
p. m, Mnday through Friday, and on the Internet at
http://ww. f da. gov/ ohr ns/ docket s/ defaul t. htm
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I11. Extension of the Corment Period for the Proposed Rul e

By |letter dated Septenber 25, 2006, the Conpressed Gas Associ ation
and the Gases and Welding D stributors Association requested an
extensi on of 60 days to comment on the proposed rul e because their
menber conpani es do not have sufficient tinme to evaluate the economc
| npact of the proposal and report their findings to FDA. By letter
dat ed Septenber 26, 2006, the Animal Health Institute (AH ) al so
requested a 60-day extension of the comrent period to provide AH
additional tinme to review the proposed rule, analyze the inpact on its
I ndustry, and provide coments to FDA. In addition, by letter dated
Cct ober 12, 2006, the Consuner Healthcare Products Association (CHPA)
requested a 60-day extension of the comrent period to provide CHPA
additional tinme to obtain and revi ew opi nions and responses fromits
menber conpani es.

FDA has consi dered these extension requests and is extending the
comrent period to January 26, 2007. W believe that extending the
comment period is reasonable in light of the conplexity and scope of
the issues in the proposed rule and that it will not significantly
del ay resol ution of this rul emaking.

V. Request for Comments

We are interested in obtaining public coment on the NDC-rel ated
I ssues identified in this docunent. Interested persons may submt to
the Division of Dockets Managenent (see ADDRESSES) witten or
el ectronic comments on this docunent and the proposed rule (see DATES).
Submt two paper copies of any nailed comments, except that individuals
may submt one paper copy. Comments are to be identified wth Docket
No. 2005N-0403. Received comments may be seen in the Division of
Dockets Managenent between 9 a.m and 4 p.m, Monday through Friday.

Dat ed: Cctober 25, 2006.
Jeffrey Shuren,
Assi stant Conm ssioner for Policy.
[ FR Doc. E6-18310 Filed 10-30-06; 8:45 anj

Bl LLI NG CODE 4160-01-S
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