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Title21—Food and Drugs
CHAPTERl—FOOD AND DRUG ADMINIS-

TRATION, DEPARTMENT OF HEALTH,
EDUCATION, ANDWELFARE

suB0JAmr4 WRtJG5 GENERAL

pocket No. 76N-0311]

PART 201—LABELING

Revocation of Requirements for
Aminopyrine and Dipyrone

.4GENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: ThLs rule revok= the regu-
lation describing the conditions that
must be met for the continued market-
ing of aminopyrine and dipyrone. This !s
being done because there are no approvcti
new drug applications (NDA’s) for either
of these drug Products.
DATES:’ Effective November 3, 1977.
Comments by November 3, 1977,-_—.
ADDRESS: Written comments to the
Hearfng Clerk (HFC-20), Food and Drug
AdmhUstration, Rm. 4-86, 5600 F%hemL
tie, Rockville,Md, 20857.

%?’-?.>,-. .

EWR FWRTEER INFQRMA’JXOH CON-
TAOT:

Nathan M. Ki@It W.IWLU of TXWB
(H.=Mo) . ~ and Drug A~
tratiom Ikrp@ment of H-M, 13dtx=-
uon, and Welfar% 5600 Fishers Ian%
Rockville, Md. 2085’K (301443-3640).

STJP~ARY mRMA~ON:
In a statement of POliCY published in the
FEDERAL REGISTER of November 17, 1964
(2!4 FR 15364) under 21 CFR 3.44 (now
21 CFR 201.311), and amended in tie
FSDESAL REGISTER of October 11, 1967 (32
FR 14101), the Commissioner of Food
and ZMUgS dec!ared tiopyrtie and
tipyrone to be new drugs approvable for
use oniy for their antipyretic effect ti
serious or life-threatening situations
where either salicylates or similar drugs
are known to be ineffective, or where the
benefit-to-risk considerations for diPY-
rone are acceptable. Applications were
approved for ciipyrone, but none were
received for aminopyrine, which is not
known to be marketed in the United
States.

Dipyrone is an analgesic antipyretic
drug produced in both oral and parenter-
al forms. It is a sodium sufona?.e deriva-
tive of aminopyrine and has similar
properties.

The Director of the Bureau of Drugs
issued a notice of opportunity for hear-
kug in the FSDERAL REGISTER of Septem-
ber 3, 1976 (41 FR 37386) propos:ng to
withdraw approval of NDA’s for drug
products containing dipyrone on grounds
of lack of evidence of safety. In response
to the notice, two ilrms submitted re-
qumts for hearing and requests for ex-
‘wnsion of thne to .fiIe supporting data.
The Food and Drug Administration
denied both reouests for an extension of
time. One of ‘&e firms later withdrew
its reauest for hearing, The other elected
not ti submit the m-mmrting data and
anqlysis that are required by 21 CFR
31~.ZOO and, therefore, i@ requestfor
hearing was denied. A third flrrn,
though not electing to request a hearing
for iks products, did request an extension
of time to file a hearing request and sub-
mitted a pubiished study to demonstrate
the safety of dipyrone. l“h.e studY was
reviewed and found not to be relevant
ta the safety iwue on the bash of which
the drug products containing dipyrone
were being withdrawn. The request for
an extension of time was denied. A no-
tice was published in the FSDERAL REG-
ISTER of June 17, 1977 (42 FR 30893)
withdrawing aprmovai effective June 27,
1977, of all NDA’s for drug products con-
taining dipyrone. In*much as there are
no approved NDA’s for drugs to which
3201.311 applies, the Commissioner con-
cludes that this regulation should be re-
voked.

In consideration of the foregoing, the
Commissioner finds for good cause that
notice and public procedure are immac-
ticable, unnecessary, and contrary to the
public interest. Inbxested pemons maY,
on. or before November 3, 1977, file with
the Hearing (Xerk, Food and Drug Ad-
Jnin.iatiatiom Rm. 4-65, 5600 Fishers
Lane, Rockvii.!e,Md. 2085?, four copies of
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preparations for hurnun we; direc- ‘
tions and zoarnings.
Effective date. This revocation shaube ~

effective on November 3, 1977.
(sees. 502 (f), (1), 7ol(i+),62 S@t. 1051 -
amendecL 10S3 (21 V.S.C. 36!2(f), (1), S71
(a)),)

Dated: September 28, i977.
WrmnM F. -oLPH,

Acting Associate Commissioner
for Compliance: -
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