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*  Disp lay  D a te  /C: 

D E P A R T M E N T  O F  H E A L T H  A N D  H U M A N  S E R V I C E S  

F o o d  a n d  D r ug  A d m in ist rat ion 

[Docket  N o . 0 1  P - 0 2 5 2 1  

D e te rm i n a tio n  T ha t Dex t r o amphe ta m ine  S u lfa te  Tab l e ts, 1 5  M i l l ig ram s, W e r e  

N o t W ith d r awn  F r o m  S a le  fo r  Reasons  o f S a fe ty o r  E ffec t iveness 

A G E N C Y : F o o d  a n d  D r ug  A d m inistrat ion, H H S . 

A C T IO N : N o tice. 

S U M M A R Y : The  F o o d  a n d  D r ug  A d m in ist rat ion ( FDA )  has  d e te rm i n ed  th a t 

d ex t r o amphe ta m ine  su l fate 15m i l l i g r am (mg )  tab l e ts ( forme r l y  ma r k e te d  by  

L a n n e tt C o ., Inc .) we r e  n o t w i t hd rawn  from  sa le  fo r  r easons  o f sa fe ty o r  

e ffec t iveness. Th is  d e te rm i n a tio n  wi l l  a l l ow  F D A  to  a pp r o ve  abb r ev i a te d  n e w  

d r u g  app l i ca t i ons  ( ANDAs )  fo r  d ex t r o amphe ta m ine  su l fate 1 5 - m g  tab l e ts. 

F O R  F U R T H E R  INFO R M A T IO N  C O N T A C T : Ma ry  E . C a tch ings, C e n te r  fo r  D r u g  

E va l ua tio n  a n d  Resea r ch  (HFD-7 ) , F o o d  a n d  D r ug  A d m inistrat ion, 5 6 0 0  

F ishe rs  L a n e , Rockv i l le ,  M D  2 0 8 5 5 , 3 0 1 - 5 9 4 - 2 0 4 1 . 

S U P P L E M E N T A R Y  INFO R M A T IO N : In  1 9 8 4 , Cong r ess  e nac te d  th e  D r ug  P r ice 

C o m p e titio n  a n d  P a te n t T e r m  Res to r a tio n  A ct o f 1 9 8 4  ( the 1 9 8 4  a m e n d m e n ts) 

(Pub l i c  L a w  98 - 417 ) , wh i ch  a u tho r i zed  th e  app r ova l  o f dup l i ca te  ve rs ions  o f 

d r u g  p r oduc ts a pp r o ved  u n de r  a n  A N D A  p r ocedu r e . A N D A  sponso rs  m u s t, 

wi th cer ta in  excep tio ns , s h ow  th a t th e  d r u g  fo r  wh i ch  th ey  a r e  seek i ng  

app r ova l  c on ta i ns  th e  s a m e  ac t ive i ng r ed i en t i n  th e  s a m e  st rength a n d  d o s age  

fo r m  as  th e  “l isted d r u g ,” wh i ch  is a  ve rs i on  o f th e  d r u g  wh i ch  was  p rev ious ly  

a pp r o ved . Sponso r s  o f A N D A s  d o  n o t h a ve  to  r e p ea t th e  ex tens i ve  c l in ica l  

tes tin g  o the rw i se  necessa ry  to  ga i n  app r ova l  o f a  n e w  d r u g  app l i ca t i on  (NDA ) . 
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The only clinical data required in an ANDA are data to show that the drug 

that is the subject of the ANDA is bioequivalent to the listed drug. 

The 1984 amendments include what is now section 505(j)(7) of the Federal 

Food, Drug, and Cosm etic Act (21 U.S.C. 355(j)(7)), which requires FDA to 

publish a list of all approved drugs. FDA publishes this list as part of the 

“Approved Drug P roducts W ith Therapeutic Equivalence Evaluations,” which 

is generally known as the “Orange Book.” Under FDA’s regulations, drugs are 

withdrawn from  the list if the agency withdraws or suspends approval of the 

drug’s NDA or ANDA for reasons of safety or effectiveness, or if FDA 

determ ines that the listed drug was withdrawn from  sale for reasons of safety 

or effectiveness (21 CFR 314.162). 

Under 21 CFR 314.161(a)(l), the agency m ust determ ine whether a listed 

drug was withdrawn from  sale for reasons of safety or effectiveness before an 

ANDA that refers to that listed drug m ay be approved. FDA m ay not approve 

an ANDA that does not refer to a listed drug. 

Dextroam phetam ine sulfate tablets, 15 m g, are the subject of approved 

ANDA 85-652 held by Lannett Co., Inc. Dextroam phetam ine sulfate tablets are 

indicated for narcolepsy and for attention deficit disorder with hyperactivity. 

Lannett Co., Inc.‘s, dextroam phetam ine sulfate 15-m g tablets are currently 

listed in the “Discontinued Drug P roduct List” section of the Orange Book. 

On M ay 17, 2001, M allinckrodt, Inc., subm itted a citizen petition (Docket 

No. OlP-0252/CPl) to FDA under 21 CFR 10.20 and 10.30. The petition, as 

amended July 26, 2001, requested that the agency determ ine that 

dextroam phetam ine sulfate tablets, 15 m g, were not withdrawn from  the 

m arket for reasons of safety or effectiveness. 



3 

The agency has determined that dextroamphetamine sulfate tablets, 15 mg, 

were not withdrawn from sale for reasons of safety or effectiveness. There are 

several grounds for FDA’s finding. First, there are drug products containing 

15-mg dextroamphetamine sulfate being marketed today. Although these drug 

products are extended release products rather than immediate release products, 

FDA has concluded that this difference does not affect the product’s safety. 

Second, the petitioner identified no data or other information suggesting that 

dextroamphetamine sulfate tablets, 1.5 mg, were withdrawn from sale as a 

result of safety or effectiveness concerns. Third, Lannett Company, Inc., 

informed FDA in June 1993 that its entire product line had been recalled 

following a change in management, and the agency has found no information 

that would lead it to conclude otherwise. Finally, FDA has also independently 

evaluated relevant literature and data for possible postmarketing adverse event 

reports, but has found no information that would indicate this product was 

withdrawn from sale for reasons of safety or effectiveness. 

After considering the citizen petition and reviewing its records, FDA 

determines that, for the reasons outlined above, Lannett Co.‘s 

dextroamphetamine sulfate tablets, 15 mg, were not withdrawn from sale for 

reasons of safety or effectiveness. Accordingly, the agency will continue to list 

dextroamphetamine sulfate tablets, 15 mg, in the “Discontinued Drug Product 

List” section of the Orange Book. The “Discontinued Drug Product List” 
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i d en tifie s , a m o n g  o the r  ite m s , d r u g  p r oduc ts th a t h a ve  b e e n  d i scon t i nued  from  

ma r k e tin g  fo r  r easons  o the r  th a n  sa fe ty o r  e ffec t iveness. A N D A s  th a t r e fe r  to  

d ex t r o amphe ta m ine  su l fate tab l e ts, 1 5  m g , m a y  b e  a pp r o ved  by  th e  agency . 

s+  M a x - R a r e  M . D o tzel, 
Assoc ia te  C o m m iss ione r  fo r  P o licy. 
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