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SEPRACOR 
Febniary 2fi, ~007 

Division of Dockets Manapemcnt (HFA-305) 
Food and Dt1.lg Administration 
5630 Fishers Lane 1~Vt 1061 
Rockville, Mla 20852 

Re: RequirementS for Foreign aud Domestic Establishment Registration and Listing for 
Human Drugs, Includ~ug Drugs that are Regulated Under a Biolpgics Liccnse 
Application, and Animal Drugs 
[Docket No. 2005N-0403 J 
RIN 0910-AA49 

Dear Sir/Madatn: 

The following comments to Docket No. 2005N-0403 are submitted on belzalf.of Sepracor lnc. 
Sepracar is a research-based pharmaceurical company oFnearly 2,500 employees with corporate 
headquarters located in Marlborough, Massachusctts. 
Our generdi comments about the proposed rule are: 

'J~'l~ere is a potcntial im~pact on the products of private label dxstributors wlzo ha've multiple 
contract m~nufacturers . It appears that lhe ~ame pmduct manufactured at different 
vendors would have di~ferent NDC numbers . Tlus has i~~plzcations on listing drubs ul 
formul~ries, with hospital pl~annacies, and even product identification at retail 
pharnlacies . Each diffe~reiit NDC nLUnber would need to be reco~ized as being the same 
produet and acceptable inventory. 

2 . Rath~r ihan serve the intended goal of clear idcntircation of the source of the material, 
the new rule prcsents potential for confusion . It is important to have tl~e product also tied 
ta the holder of the mar~Ceting authorization. The proposed NAC sche~ne has little 
connection to the marketin~ authorization holder_ 

3. It is unclear whether currently registered establishments that are private label distriUutors 
need to take any action to wjthdraw their registrations_ 
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4 . Please clarify the timeline f.or required implementation of the new NDC number in thz 
comrncrcial presentation for products whosc NDC numbers zanust be changed to conform 
to the new process_ 

Otu comments about specific provisions in the ~roposed rule are: 

Subpart A-Ge~cra! 

Sec. 207.1 What definitions and interpretations of terms apply ro 
tltis part? 

"Com~n.ercial distributaoe means any dist~-ibueion of a human drug 
except for anvestigational use nnder par-t 312 of this chapter, and any 
distribution of a~ $nimal drug or an animal feed beari~g or cpntaining 
an animal drug for noninvestagational uses, but the term does not 
include internal or interplant transfer of an active pharmaceutical 
insredient between registered establ~slaments within the same parenx, 
subsidiary, and/or affiliate company." 

Cot~,~ment: We urge the Agency to expand this exempt~on to includc transfer between facilities 
contracted by a re~istcred establishment or marketing authorization holder_ Othe~,~vise, products 
marketed by private label distributars who einploy contract manufacturers axe held to a higher 
burden of documentation tlian products manufactured and distributed by the saine entity . 

Subpart B--lYegistration 

Sec . 207.17 Who must register? 

(b) Pcivate label distributors must not register with us unless 
they also manufacture, repack, relabel, or salvage drugs and are 
required to register under paragraph (a) of this section. 

Comment: Please clarify whae impact this has, if aay, on private label disrributors wl~o 
outsource manuf~.ctuning but who perform critical GMP functions such ~s batch release, 
complaint 1Zandlir~g, and change ma.nagement. 

Subp~rt C--Nationa! Drug Code Nurnber 

Sec. 20733 What is the Natioual Drug Code (NDC) uumbe~, wbo must 
obtain it, and what ~nformation mus~ be submitted? 
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(~) What information must a manufacturer submit before we wi~l 
assign sQ NDC number to a drug? Before we assign an NDC number to a 
drng, the manufacturer mt~st submit tl~e infor~nat~oa required under 
paragrapl~s (c)(1), (c)(2), or (c)(3) af this sectian. If that 
information changes (or as otherwise specified in paragraph (~ of this 
section), we will assigu a new NDC number as described in Qaragraph (t) 
of this section. 

(1) Assigning an NDC nunn~ber to an active pharmaceutical iugredient. 
We will assign a unique NDC number to a drug that is an active 
pharmaceutical iagredient when the m~nufacturer provides the following 
information for the drug: 

(iii) The package size and type; and 

Pabe 3 

Comment: We encoutrage die Agency to allow for one NDC numbcr per active in~redient to 
permit shi~~ing in various container sizes to allow ~or ~.exibi~ity as the ~pp]ica~ion of a container 
that is not meant to be further broken does not apply in this situation . 

(3) Assigning an NDC number to a drug manufactured for a priv~te 
label distributor . We will assign a unique NDC number to a drug 
manufactured for a private label distributor wlien the xnanu~'acturer 
provides, in add~tion to the information described in paragraph (c)(1) 
of tliis section (for accive pharmaceutical ingredients manufactured for 
a private label distribu~or) or paragraph (c)(2) of this section (f'or 
all other drugs maQUfactured for a private label dislrihutor), the 
following informatiod for the drug: 

(i) The private label distributor's name, address, telephone and 
fax numbers, e-mail address, and labeler code; 

Comment: T'he reference to the private label distributor's labeler code seems to contradict other 
parts of this proposed rule wluch indicate th~t the distributor may not request a labeler eode_ It is 
also noc clear laow ilae NDC number is requested . Please clarify. 

(~ What ehanges in t4e in~ormation will require a new NDC ~umbcr? 
(2) In addition to the requirements in paragraph (~(1) of this 

section, manufacturers must obtain a new NDC number when there is a 
change in an inactive in~~red~ent for each humar~ p~resc~ription drub ~bat 
the manufacturer regards as not subject to section SOS of the act and 
for each animal drug that the manufacturer regards as not subject to 
secti0n S1Z of the act. 
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Comment: The requirement for a change to the NDC number wl~enever an inactiv~ ingredient 
changes does not seein necessary to satisfy the intent of lhe proposed ntle and creates suUstan~ial 
additional work on the pare oFthe application holder to updatc the number on labelin~ 
components and Glv~P documents. We would like the Abency to reconsider this provision . 

Sec . 207_57 What are the requirements ~or reviewing and uPdating 
~asting information? 

Mannfacturers, repacl~ers, relabelers, and drug product salvagers 
must review and update their drug listing information required uader 
Sec. SeC, 207.49, 207.53, 207.54, ~nd 207.SS. 

(a) Manufacturers, repackers, relabelers, and drug product 
salv~gers must provide Kasting information, during the annual review 
and updnte of registration infornnation, for any drug tl~at has not been 
previously listed. 

Comment: Please cl~.~zfy whether product madc on behalf of a private label distributor at a 
contract manufacturer would need to be listed prior to the inanufacturer's next annual update . 

We thanlc you ~or tlzis opportunity to provide comments on this proposed rule . 

Since~ely, 

a~~. 
Kathleen Gi1m 
Executive Director, Regulatory Compliance 
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