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Citizen Petition 

Dear Sir or Mada 

e undersigned submits this petition on behalf of a client i q~~d~p~i~ate to 
IO.30 and in accordance with the regulations at 2 CFR 314.“161 I Kl 
missioner of the Food and Drug Administration to provide a determination 

fisted drug has been withdrawn for safety or electiveness reasons as 

A, Action Requested 

The petitioner requests that the Commissioner of the Food and Drug Ad~~n~strat~on 
determine whether ethenex (Methadone flyd~ochloride 4Omg Nalo 
2mg) Tablets (effervescent (NDA 17-491) sponsored by Bristol 
voiuntar~ly withdrawn, d~s~o~t~nued from marketing or withheld from sale for safety or 
efficacy reasons, 

I Statement of Grounds 

The Food and rug Administration maintains a list of drug prod 
ion as abbreviated hew drug applications (ANDAs). The List, referred to as the 
Book, contains all currentfy FDA-approved drug products and those produds 

relisted after a finding that they were not discontinued 
e~~a~y reasons. We have ~~for~atio~ to show that th 
approved by the FDA on Jul 2, 1974 and a 
“1% 1978 (A~a~h~e~t I). Th se documents 
produd for safety and efficacy. However, 
never have appeared in a pub~~~ation of the Orange IBook. 

continued on June, 
FDA approved the 

Under FDA regulations a drug product may be submitted as an ANDA if it is the “‘same 
as’” a reference listed drug roduct (21 CFR 314.92(a)(l)). The Agency defines a listed 

rug as “a new drug product that has an effective approval under section 505(c) of the 
ct for safety and effectiveness which has not been withdraws or suspended under 

secti e)U) of the act,” (21 CFR 31 
also that e a determinative as to 
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from sale for reasons of safety or effectiveness before an ANDA that refers to 
that listed drug may be ap roved (21 CFR 3~4.16l(a)(l)). 

As stated above, it appears that Methenex Tablets, effervescent, were approved for 
d effectiveness the FDA. ff the approved roduct was not withdrawn fro 
t for safety or ctiveness reasons, the pro et should stilt be considered a 

reference listed drug for the purpose of submitting an ANDA. Therefore, because t 
NDA holder has discontinued marketing of this drug product, it is requested that t 
F determine whether the decision to discontinue marketing uct, approved 
u r NDA 17-491f was for reasons of safety or effectiveness determination 
is made, we also request that the drug pro uct be listed in the d~sc~nt~n~ed sectio 
the Orange Book, to aflow for reference to the listed drug. 

C. Environmental Impact 

laim for categoric exclusion of the requirement for submission of an environmental 
essment is made ursuant to 21 CFR 25.31. 

D. Economic Impact 

ursuant to 21 GFR 1~.3~(b), economic impacts information is to 
y the commissioner* This information will pro ptly be submitted if 

requested. 

Es Certification 

The undersigned certifies, that to the best of its knowledge and belief, this petition 
includes ail information and views on which the etitioner relies, and that includes 
representative data .and information known to the are unfavorable to the 

etition. 

espe~tful~y submitted, 

RWPl 

Attachment 

Davis (Office Of Generic Drugs), L. Lachman 
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