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safe or effective for the purposes for 
which it is being investigated. 

§ 312.7 Promotion and charging for in-
vestigational drugs. 

(a) Promotion of an investigational new 
drug. A sponsor or investigator, or any 
person acting on behalf of a sponsor or 
investigator, shall not represent in a 
promotional context that an investiga-
tional new drug is safe or effective for 
the purposes for which it is under in-
vestigation or otherwise promote the 
drug. This provision is not intended to 
restrict the full exchange of scientific 
information concerning the drug, in-
cluding dissemination of scientific 
findings in scientific or lay media. 
Rather, its intent is to restrict pro-
motional claims of safety or effective-
ness of the drug for a use for which it 
is under investigation and to preclude 
commercialization of the drug before it 
is approved for commercial distribu-
tion. 

(b) Commercial distribution of an inves-
tigational new drug. A sponsor or inves-
tigator shall not commercially dis-
tribute or test market an investiga-
tional new drug. 

(c) Prolonging an investigation. A 
sponsor shall not unduly prolong an in-
vestigation after finding that the re-
sults of the investigation appear to es-
tablish sufficient data to support a 
marketing application. 

(d) Charging for and commercialization 
of investigational drugs—(1) Clinical 
trials under an IND. Charging for an in-
vestigational drug in a clinical trial 
under an IND is not permitted without 
the prior written approval of FDA. In 
requesting such approval, the sponsor 
shall provide a full written explanation 
of why charging is necessary in order 
for the sponsor to undertake or con-
tinue the clinical trial, e.g., why dis-
tribution of the drug to test subjects 
should not be considered part of the 
normal cost of doing business. 

(2) Treatment protocol or treatment 
IND. A sponsor or investigator may 
charge for an investigational drug for a 
treatment use under a treatment pro-
tocol or treatment IND provided: (i) 
There is adequate enrollment in the 
ongoing clinical investigations under 
the authorized IND; (ii) charging does 
not constitute commercial marketing 

of a new drug for which a marketing 
application has not been approved; (iii) 
the drug is not being commercially 
promoted or advertised; and (iv) the 
sponsor of the drug is actively pursuing 
marketing approval with due diligence. 
FDA must be notified in writing in ad-
vance of commencing any such 
charges, in an information amendment 
submitted under § 312.31. Authorization 
for charging goes into effect automati-
cally 30 days after receipt by FDA of 
the information amendment, unless the 
sponsor is notified to the contrary. 

(3) Noncommercialization of investiga-
tional drug. Under this section, the 
sponsor may not commercialize an in-
vestigational drug by charging a price 
larger than that necessary to recover 
costs of manufacture, research, devel-
opment, and handling of the investiga-
tional drug. 

(4) Withdrawal of authorization. Au-
thorization to charge for an investiga-
tional drug under this section may be 
withdrawn by FDA if the agency finds 
that the conditions underlying the au-
thorization are no longer satisfied. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 19476, May 22, 1987; 67 FR 9585, Mar. 4, 
2002] 

§ 312.10 Waivers. 

(a) A sponsor may request FDA to 
waive applicable requirement under 
this part. A waiver request may be sub-
mitted either in an IND or in an infor-
mation amendment to an IND. In an 
emergency, a request may be made by 
telephone or other rapid communica-
tion means. A waiver request is re-
quired to contain at least one of the 
following: 

(1) An explanation why the sponsor’s 
compliance with the requirement is un-
necessary or cannot be achieved; 

(2) A description of an alternative 
submission or course of action that 
satisfies the purpose of the require-
ment; or 

(3) Other information justifying a 
waiver. 

(b) FDA may grant a waiver if it 
finds that the sponsor’s noncompliance 
would not pose a significant and unrea-
sonable risk to human subjects of the 
investigation and that one of the fol-
lowing is met: 

VerDate Aug<31>2005 08:03 Apr 20, 2006 Jkt 208069 PO 00000 Frm 00063 Fmt 8010 Sfmt 8010 Y:\SGML\208069.XXX 208069


