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© March 27, 2006

Division of Dockets Management
Food and Drug Administration
Department of Health and Human Servmes
5630 Fishers Lane :
Room 1061 : :

Rockville, MD 20852 -

~ C‘ITIZEN PETITION

The unders1gned submits thlS petmon under section. 505 (])(2)((:) of the. Federal Food
Drug and Cosmetic Act and in accordance with the proeedural requirements set forth in
21 CFR’s 10.30 to request the Commlssxoner of Food and Drugs to make a determmatmn
that the discontinued Reference Listed Dmg, Delalutm@ (Hydroxyprogesterone .
Caproate) Injection, the subject of NDAs 10- 347 and 16-911, held by Bristol-Myers
Squibb Co, was not withdrawn for safety or effeetlveness reasons and therefore is
sultable for submxssmn inan Abbrewated New Drug Apphcatlon (AN)A)

A Action Requested

According to pubhcly avaﬂable reports Brlstol Myers Sqmbb Co voluntarﬂy w1thdrew :
its drug Delalutin® (Hydroxyprogesterone Caproate) Injection ﬁ*om sale. The '
undersigned is seeking a determmatmn by the Comm1ss1oner ;Brlstol-Myer s
voluntary withdrawal of Delalutm from sale was for reasens other than safety or
effectiveness. : : :

B. Statement of Grounds

On September 30, 2000 FDA announced w1thdrawal of approval of 28 new drug

- applications, including NDAs 10-347 and 16-911, for Delalutin® (Hydroxyprogesterone

Caproate) Injection. According to the Federal Register notice, the holder of the NDA,

 Bristol-Myers Squibb Company, had notlﬁed FDA in wntmg that the product was no

longer marketed. (65 Fed Reg.. 55264 (September 30, 2000))
does not explain the reason why the product is no longer ! mat
Federal Register notice is mcluded as Attachment A.

he Federal Register notice
,_ted A copy of the

Delalutin® is now listed in the “Discontinued Section” of the electronic Orange Book on
the FDA’s web site. According to section 1.11 of the Prefaxie, to the. Orang,e Book, a drug
product in the Discontinued Sect1on asto whicha determm&tw, ‘has already been made
that withdrawal was not for safety or effectiveness reasons will have the following
statement after its product strength: “Federal Register determ1nat10n that product was not
discontinued or withdrawn for safety or efficacy reasons.” There is no such annotation .
next to the product strength for Delalutm@ A copy of the eleetrome Orange Book is
prov1ded as Attachment B. L
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NDA 010-347 and 016-911 for the ference hsted drug Delalutm@ 5 '
(Hydroxyprogesterone Caproate) Injeotion ‘was approved as 125mg/mL and 250 mg/mL
solutions. After an extensive search of the literature and other public data sources we
were unable to locate any chrect 1nformatlon regardmg reason for mthdrawal

There have been several pubhcatlons dlscussmg the potent'; 11 /ratogeme propemes of
Delalutin® (Hydroxyprogesterone Caproate) Injection over the years. The FDA had
labeled Delalutm as a Category D drug product. ‘However nt tud1es indicate that
with proper admlmstrahon (begmmng in the second tmmester hlgh nsk patlents that -
these risks are minimal or not ev1dent :

The Blue Cross of California has an estabhshed pohcy that ddre ‘ses the use of
intramuscular injections of 17 -alpha hydroxyprogesterone cap 'ate”or progesterone
vaginal suppositories for the prevention of preterm birth in patients in hlgh—rlsk women.

_ This policy is based on the fact that there are no suitable treatments that impact the
incidence of preterm labor sine mthdrawal of Delalutin® from the market. Currently
the drug is only being supph by ~ompounding. pharmaeles A copy of the Blue Cross :
of California’s policy i 1s 1ncluded as Attachment C - ,

Recent studies documented in the. New England Journal of Medlcme, attached as.
Attachment D, and in Obstetrics & Gynecology, attached as Attachment E, indicated the
beneﬁts of hydroxyprogesterone m reduemg the 1nc1dence o eterm labor

In view of the above, the petmoner respectfully seeks tha the mm1ssxoner makes a
determination that Delalutin® (Hydroxyprogesterone Cap
withdrawn for reasons of safety or efficacy and requests
Caproate Injection is su1table for submlssmn as an Abbre

(ANDA). 5

.droxyprogesterone
New Drug Apphca‘uon

I request that, if the Commlsszoner_detennmes that Delalutm was not w1thdrawn for
safety or efﬁcacy, the agency annotate the listing for Delalutin® in the Orange Book to
indicate that it was not withdrawn for reasons of safety or efficacy. If instead the -
Commissioner determines that Delalutin® was withdrawn from sale for safety or efficacy
reasons, I request that the agency pubhsh a notice of this determmatlon in the Federal
Regzster and delineate the spemﬁe safety and efﬁcacy concems :

C. Envn‘onmental'-Impact.Srtatement

A claim for categor1ca1 exclus1on from the reqmrement of subrmssmn of an
environmental assessment is made pursuant to 21 C F R. 25; 31, :

D. Economlc Impact

Informatlon on the economic 1mpact of this request WlH be provxded on request.




“E. Certification

ie thls petltlon _ ‘
1at it includes ,
; unfavorable to the

The undersigned certlﬁes that te
includes all mforrnatlon and views o1
representatwe data and mformatlofn known to the pet tl
petmon - -

Respﬂctﬁ;ﬂy Submitted,

Frederik Defesche

CUSTOpharm, Inc. . i
14413 American Kestrel Dr o
Austin Texas, 78738 S

Tel: (512) 669-8765

Fax: (512) 697-2836

E-mail: fdefesche@custopharm com .
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