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16 Rovambcr 1973

Barrett Booville, M.D.
Division of Nourophnrnacolozy
Food and Drug Administration
5600 Fisher's Lana
Rookvillo. Maryland 20852

no: Haltroxono IRE

Door Dr. Scoville:
I on writing 13 response to a tolcphouo call from Do. Alon

Romany of tho Rational Instituto 0! Mental anlth. who indi—
cated thnt chore night b. noun disuatisfaction with our IHD
submission for tho uvaluation of nalcroxnno. Dr. Ramsey raised
a samba: of questions. and in the lbocnco 0! clear inquirioa
from your offica but anticipating that than. quootions are
sermons, on at. submitting the following addendo to our sdb«
miosioa of Sopteubor 1‘, 1973.

1.

3.

4.

Eviflcnco of not of opiates for a minimum period
of on. your and at loos: two prior attempts at
discontinuation of drug non will b: proraquinitaa
to adoinatoo to tho program.

Incronanto will follow the latest information
available. which at prunout ouggonto the ottoty
of 20 a; incromnnts to 100 us 9:: day.
No other nnrooaic antagonist will be used as a
control.
A copy of the cousin: form now in nos 1: attaohed.
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B¢rruet Scavillo, H.D. ~2-

5.

6.

7.

HF/cin
Encl.
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This project was approvhd by two institu~
cional caviar enunittcas. that of the V33
Rorthport, datad June 11. 1973, and the
003138 of 5.U.R.Y. at stony Brook.

urinalysis are cerucnnd in all patient. on
an irregular basis. averaging twica a nick
during tho first two months of «valuation
and trcscnuat and weakly thereafter.
we are aware of no svidcnce rcquirina a op¢~cial aphthalnolasical attainaaion eithar be~
fora, during, or littr drug trial. Should
thin ha mandated by the FDA, wt tequnst the
Justitiaation for such unndatc bu suba¢ttod,for eumpllanca with thin suggestion is Orv
pcnsive and diffiicult.

Sincerely yours.

Mu Fink, Hob:
rrofosaor of Psychiatry


