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Lay 20, 1971

Dr. Barxctt Scoville
Of fice of Scieontific Evaluation
Buveaw of Drezs
Food and Drug Adwiniscerartion
Rockville, Maryland 20352
Re: 1DA 11-538/5-004

Decar Dr. Scoville:

He hove earefully reviewed your letter of -Aprdil® 29, 1271, regarding
proposed changes in the labeling for our product Birhetamine~T3.. We are
in general agreecment with the basic thome of your revision te incavporvrare
full disclosure informacion for.the methaqualene companant as it relates
specifically to Biphetamire-T. Prior to adonting (kis copy for finzl-
revisiom in printiry we have scveral coimieals which you way wish to
consider,

00 pate two of vour Jeticw, saragranhe rziont a sleoar
departure from recent FDA policy JU“V“SLlﬂ” the elimination of results
and data chrained fream studice on laherataery apicals, L :

On paze three, paratrgoh 7 regarding ncthaqualon= matabeliss in rhe
1iver,-we sugsest tha following sentonce. ''Since Biphetznine-T coniains
pethacualona vhich iz netahelived din the 1liver, il should ba usced wich
caurion in those vith dimpaired hopatic functiosn.” The physieizn is not
adninistering methaoualone as a sirgla antity, nd it 45 not possible for
him, the phariacist or the patient to reduce tha mothagqualona dossge in a
unit dose of Biphetasmirne-T. Tha unit dose of Binhetzumine-¥ alresdy con-
tains a substantially roduced dose of rathaqualone, 40 ng. as coupared to

L a 300 mg. sedative dose.

On page three, paragraph 8, we disagyee that the adverce rcactierns
listed have positively occurved with the combinatien. It is susgested
that a more accurats phrasing would be, " ... have cccurred with the
indlvidual drug couponents and which may poussibly occur with the

corbinazion.”




