
9 

Food and Drug Administration, HHS § 310.103 

Where the relationships are more sub-
tle and not readily recognized, the pur-
chasing agent may request an opinion 
by writing to the Food and Drug Ad-
ministration at the address shown in 
paragraph (e) of this section. 

(e) Interested parties may submit to 
the Food and Drug Administration, 
Center for Drug Evaluation and Re-
search, Office of Compliance, HFD–300, 
5600 Fishers Lane, Rockville, MD 20857, 
the names of drug products, and of 
their manufacturers or distributors, 
that should be the subject of the same 
purchasing and regulatory policies as 
those reviewed by the Drug Efficacy 
Study Group. Appropriate action, in-
cluding referral to purchasing officials 
of various government agencies, will be 
taken. 

(f) This regulation does not apply to 
OTC drugs identical, similar, or related 
to a drug in the Drug Efficacy Study 
unless there has been or is notification 
in the FEDERAL REGISTER that a drug 
will not be subject to an OTC panel re-
view pursuant to §§ 330.10, 330.11, and 
330.5 of this chapter. 

[39 FR 11680, Mar. 29, 1974, as amended at 48 
FR 2755, Jan. 21, 1983; 50 FR 8996, Mar. 6, 1985; 
55 FR 11578, Mar. 29, 1990] 

Subpart B—Specific Administrative 
Rulings and Decisions 

§ 310.100 New drug status opinions; 
statement of policy. 

(a) Over the years since 1938 the Food 
and Drug Administration has given in-
formal advice to inquirers as to the 
new drug status of preparations. These 
drugs have sometimes been identified 
only by general statements of composi-
tion. Generally, such informal opinions 
were incorporated in letters that did 
not explicitly relate all of the nec-
essary conditions and qualifications 
such as the quantitative formula for 
the drug and the conditions under 
which it was prescribed, recommended, 
or suggested. This has contributed to 
misunderstanding and misinterpreta-
tion of such opinions. 

(b) These informal opinions that an 
article is ‘‘not a new drug’’ or ‘‘no 
longer a new drug’’ require reexamina-
tion under the Kefauver-Harris Act 
(Public Law 87–781; 76 Stat. 788–89). In 
particular, when approval of a new 

drug application is withdrawn under 
provisions of section 505(e) of the Fed-
eral Food, Drug, and Cosmetic Act, a 
drug generally recognized as safe may 
become a ‘‘new drug’’ within the mean-
ing of section 201(p) of said act as 
amended by the Kefauver-Harris Act on 
October 10, 1962. This is of special im-
portance by reason of proposed actions 
to withdraw approval of new drug ap-
plications for lack of substantial evi-
dence of effectiveness as a result of re-
ports of the National Academy of 
Sciences—National Research Council 
on its review of drug effectiveness; for 
example, see the notice published in 
the FEDERAL REGISTER of January 23, 
1968 (33 FR 818), regarding rutin, quer-
cetin, et al. 

(c) Any marketed drug is a ‘‘new 
drug’’ if any labeling change made 
after October 9, 1962, recommends or 
suggests new conditions of use under 
which the drug is not generally recog-
nized as safe and effective by qualified 
experts. Undisclosed or unreported side 
effects as well as the emergence of new 
knowledge presenting questions with 
respect to the safety or effectiveness of 
a drug may result in its becoming a 
‘‘new drug’’ even though it was pre-
viously considered ‘‘not a new drug.’’ 
Any previously given informal advice 
that an article is ‘‘not a new drug’’ 
does not apply to such an article if it 
has been changed in formulation, man-
ufacture control, or labeling in a way 
that may significantly affect the safety 
of the drug. 

(d) For these reasons, all opinions 
previously given by the Food and Drug 
Administration to the effect that an 
article is ‘‘not a new drug’’ or is ‘‘no 
longer a new drug’’ are hereby revoked. 
This does not mean that all articles 
that were the subjects of such prior 
opinions will be regarded as new drugs. 
The prior opinions will be replaced by 
opinions of the Food and Drug Admin-
istration that are qualified and current 
on when an article is ‘‘not a new drug,’’ 
as set forth in this subchapter. 

[39 FR 11680, Mar. 29, 1974] 

§ 310.103 New drug substances in-
tended for hypersensitivity testing. 

(a) The Food and Drug Administra-
tion is aware of the need in the prac-
tice of medicine for the ingredients of 
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a new drug to be available for tests of 
hypersensitivity to such ingredients 
and therefore will not object to the 
shipment of a new drug substance, as 
defined in § 310.3(g), for such purpose if 
all of the following conditions are met: 

(1) The shipment is made as a result 
of a specific request made to the manu-
facturer or distributor by a practi-
tioner licensed by law to administer 
such drugs, and the use of such drugs 
for patch testing is not promoted by 
the manufacturer or distributor. 

(2) The new drug substance requested 
is an ingredient in a marketed new 
drug and is not one that is an ingre-
dient solely in a new drug that is le-
gally available only under the inves-
tigational drug provisions of this part. 

(3) The label bears the following 
prominently placed statements in lieu 
of adequate directions for use and in 
addition to complying with the other 
labeling provisions of the act: 

(i) ‘‘Rx only’’; and 
(ii) ‘‘For use only in patch testing’’. 
(4) The quantity shipped is limited to 

an amount reasonable for the purpose 
of patch testing in the normal course 
of the practice of medicine and is used 
solely for such patch testing. 

(5) The new drug substance is manu-
factured by the same procedures and 
meets the same specifications as the 
component used in the finished dosage 
form. 

(6) The manufacturer or distributor 
maintains records of all shipments for 
this purpose for a period of 2 years 
after shipment and will make them 
available to the Food and Drug Admin-
istration on request. 

(b) When the requested new drug sub-
stance is intended for investigational 
use in humans or the substance is le-
gally available only under the inves-
tigational drug provisions of part 312 of 
this chapter, the submission of an ‘‘In-
vestigational New Drug Application’’ 
(IND) is required. The Food and Drug 
Administration will offer assistance to 
any practitioner wishing to submit an 
Investigational New Drug Application. 

(c) This section does not apply to 
drugs or their components that are 
subject to the licensing requirements 
of the Public Health Service Act of 

1944, as amended. (See subchapter F— 
Biologics, of this chapter.) 

[39 FR 11680, Mar. 29, 1974, as amended at 55 
FR 11578, Mar. 29, 1990; 67 FR 4907, Feb. 1, 
2002] 

Subpart C—New Drugs Exempted 
From Prescription-Dispensing 
Requirements 

§ 310.200 Prescription-exemption pro-
cedure. 

(a) Duration of prescription require-
ment. Any drug limited to prescription 
use under section 503(b)(1)(B) of the act 
remains so limited until it is exempted 
as provided in paragraph (b) or (e) of 
this section. 

(b) Prescription-exemption procedure for 
drugs limited by a new drug application. 
Any drug limited to prescription use 
under section 503(b)(1)(B) of the act 
shall be exempted from prescription- 
dispensing requirements when the 
Commissioner finds such requirements 
are not necessary for the protection of 
the public health by reason of the 
drug’s toxicity or other potentiality 
for harmful effect, or the method of its 
use, or the collateral measures nec-
essary to its use, and he finds that the 
drug is safe and effective for use in 
self-medication as directed in proposed 
labeling. A proposal to exempt a drug 
from the prescription-dispensing re-
quirements of section 503(b)(1)(B) of the 
act may be initiated by the Commis-
sioner or by any interested person. Any 
interested person may file a petition 
seeking such exemption, which petition 
may be pursuant to part 10 of this 
chapter, or in the form of a supplement 
to an approved new drug application. 

(c) New drug status of drugs exempted 
from the prescription requirement. A drug 
exempted from the prescription re-
quirement under the provisions of 
paragraph (b) of this section is a ‘‘new 
drug’’ within the meaning of section 
201(p) of the act until it has been used 
to a material extent and for a material 
time under such conditions except as 
provided in paragraph (e) of this sec-
tion. 

(d) Prescription legend not allowed on 
exempted drugs. The use of the prescrip-
tion caution statement quoted in sec-
tion 503(b) (4) of the act, in the labeling 

VerDate Aug<31>2005 09:34 May 18, 2007 Jkt 211069 PO 00000 Frm 00020 Fmt 8010 Sfmt 8010 Y:\SGML\211069.XXX 211069


