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21 CFR Ch. I (4–1–14 Edition) § 312.22 

§ 312.22 General principles of the IND 
submission. 

(a) FDA’s primary objectives in re-
viewing an IND are, in all phases of the 
investigation, to assure the safety and 
rights of subjects, and, in Phase 2 and 
3, to help assure that the quality of the 
scientific evaluation of drugs is ade-
quate to permit an evaluation of the 
drug’s effectiveness and safety. There-
fore, although FDA’s review of Phase 1 
submissions will focus on assessing the 
safety of Phase 1 investigations, FDA’s 
review of Phases 2 and 3 submissions 
will also include an assessment of the 
scientific quality of the clinical inves-
tigations and the likelihood that the 
investigations will yield data capable 
of meeting statutory standards for 
marketing approval. 

(b) The amount of information on a 
particular drug that must be submitted 
in an IND to assure the accomplish-
ment of the objectives described in 
paragraph (a) of this section depends 
upon such factors as the novelty of the 
drug, the extent to which it has been 
studied previously, the known or sus-
pected risks, and the developmental 
phase of the drug. 

(c) The central focus of the initial 
IND submission should be on the gen-
eral investigational plan and the proto-
cols for specific human studies. Subse-
quent amendments to the IND that 
contain new or revised protocols should 
build logically on previous submissions 
and should be supported by additional 
information, including the results of 
animal toxicology studies or other 
human studies as appropriate. Annual 
reports to the IND should serve as the 
focus for reporting the status of studies 
being conducted under the IND and 
should update the general investiga-
tional plan for the coming year. 

(d) The IND format set forth in 
§ 312.23 should be followed routinely by 
sponsors in the interest of fostering an 
efficient review of applications. Spon-
sors are expected to exercise consider-
able discretion, however, regarding the 
content of information submitted in 
each section, depending upon the kind 
of drug being studied and the nature of 
the available information. Section 
312.23 outlines the information needed 
for a commercially sponsored IND for a 
new molecular entity. A sponsor-inves-

tigator who uses, as a research tool, an 
investigational new drug that is al-
ready subject to a manufacturer’s IND 
or marketing application should follow 
the same general format, but ordi-
narily may, if authorized by the manu-
facturer, refer to the manufacturer’s 
IND or marketing application in pro-
viding the technical information sup-
porting the proposed clinical investiga-
tion. A sponsor-investigator who uses 
an investigational drug not subject to 
a manufacturer’s IND or marketing ap-
plication is ordinarily required to sub-
mit all technical information sup-
porting the IND, unless such informa-
tion may be referenced from the sci-
entific literature. 

§ 312.23 IND content and format. 
(a) A sponsor who intends to conduct 

a clinical investigation subject to this 
part shall submit an ‘‘Investigational 
New Drug Application’’ (IND) includ-
ing, in the following order: 

(1) Cover sheet (Form FDA–1571). A 
cover sheet for the application con-
taining the following: 

(i) The name, address, and telephone 
number of the sponsor, the date of the 
application, and the name of the inves-
tigational new drug. 

(ii) Identification of the phase or 
phases of the clinical investigation to 
be conducted. 

(iii) A commitment not to begin clin-
ical investigations until an IND cov-
ering the investigations is in effect. 

(iv) A commitment that an Institu-
tional Review Board (IRB) that com-
plies with the requirements set forth in 
part 56 will be responsible for the ini-
tial and continuing review and ap-
proval of each of the studies in the pro-
posed clinical investigation and that 
the investigator will report to the IRB 
proposed changes in the research activ-
ity in accordance with the require-
ments of part 56. 

(v) A commitment to conduct the in-
vestigation in accordance with all 
other applicable regulatory require-
ments. 

(vi) The name and title of the person 
responsible for monitoring the conduct 
and progress of the clinical investiga-
tions. 

(vii) The name(s) and title(s) of the 
person(s) responsible under § 312.32 for 
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