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feasible, and the concerns underlying 
the request could not reasonably be ad-
dressed by measures such as package 
redesign or use of overwraps; or 

(ii) an alternative regulatory pro-
gram or method of product use renders 
the bar code unnecessary for patient 
safety. 

(2) Requests for an exemption should 
be sent to the Office of Compliance, 
Center for Drug Evaluation and Re-
search, Food and Drug Administration, 
10903 New Hampshire Ave., Bldg. 51, 
Silver Spring, MD 20993–0002 (requests 
involving a drug product or biological 
product regulated by the Center for 
Drug Evaluation and Research) or to 
the Food and Drug Administration, 
Center for Biologics Evaluation and 
Research, Document Control Center, 
10903 New Hampshire Ave., Bldg. 71, 
Rm. G112, Silver Spring, MD 20993–0002 
(requests involving a biological prod-
uct regulated by the Center for Bio-
logics Evaluation and Research). 

[69 FR 9170, Feb. 26, 2004, as amended at 76 
FR 12847, Mar. 9, 2011; 80 FR 18090, Apr. 3, 
2015; 81 FR 60212, Aug. 31, 2016] 

§ 201.26 Exceptions or alternatives to 
labeling requirements for human 
drug products held by the Strategic 
National Stockpile. 

(a) The appropriate FDA Center Di-
rector may grant an exception or alter-
native to any provision listed in para-
graph (f) of this section and not explic-
itly required by statute, for specified 
lots, batches, or other units of a human 
drug product, if the Center Director de-
termines that compliance with such la-
beling requirement could adversely af-
fect the safety, effectiveness, or avail-
ability of such product that is or will 
be included in the Strategic National 
Stockpile. 

(b)(1)(i) A Strategic National Stock-
pile official or any entity that manu-
factures (including labeling, packing, 
relabeling, or repackaging), distrib-
utes, or stores a human drug product 
that is or will be included in the Stra-
tegic National Stockpile may submit, 
with written concurrence from a Stra-
tegic National Stockpile official, a 
written request for an exception or al-
ternative described in paragraph (a) of 
this section to the Center Director. 

(ii) The Center Director may grant 
an exception or alternative described 
in paragraph (a) of this section on his 
or her own initiative. 

(2) A written request for an exception 
or alternative described in paragraph 
(a) of this section must: 

(i) Identify the specified lots, 
batches, or other units of the human 
drug product that would be subject to 
the exception or alternative; 

(ii) Identify the labeling provision(s) 
listed in paragraph (f) of this section 
that are the subject of the exception or 
alternative request; 

(iii) Explain why compliance with 
such labeling provision(s) could ad-
versely affect the safety, effectiveness, 
or availability of the specified lots, 
batches, or other units of a human drug 
product that are or will be held in the 
Strategic National Stockpile; 

(iv) Describe any proposed safeguards 
or conditions that will be implemented 
so that the labeling of the product in-
cludes appropriate information nec-
essary for the safe and effective use of 
the product, given the anticipated cir-
cumstances of use of the product; 

(v) Provide a draft of the proposed la-
beling of the specified lots, batches, or 
other units of the human drug product 
subject to the exception or alternative; 
and 

(vi) Provide any other information 
requested by the Center Director in 
support of the request. 

(c) The Center Director must respond 
in writing to all requests under this 
section. 

(d) A grant of an exception or alter-
native under this section will include 
any safeguards or conditions deemed 
appropriate by the Center Director so 
that the labeling of product subject to 
the exception or alternative includes 
the information necessary for the safe 
and effective use of the product, given 
the anticipated circumstances of use. 

(e) If you are a sponsor receiving a 
grant of a request for an exception or 
alternative to the labeling require-
ments under this section: 

(1) You need not submit a supplement 
under § 314.70(a) through (c) or 
§ 601.12(f)(1) through (f)(2) of this chap-
ter; however, 

(2) You must report any grant of a re-
quest for an exception or alternative 
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under this section as part of your an-
nual report under §§ 314.70(d) or 
601.12(f)(3) of this chapter. 

(f) The Center Director may grant an 
exception or alternative under this sec-
tion to the following provisions of this 
chapter, to the extent that the require-
ments in these provisions are not ex-
plicitly required by statute: 

(1) § 201.1(h)(1) through (h)(2), (h)(5) 
through (h)(6), and (i); 

(2) § 201.10(a), (d)(2), (f), (g)(1), and 
(h)(1); 

(3) § 201.17; 
(4) § 201.18; 
(5) § 201.19; 
(6) § 201.20; 
(7) § 201.21; 
(8) § 201.22; 
(9) § 201.24; and 
(10) § 312.6. 

[72 FR 73599, Dec. 28, 2007] 

Subpart B—Labeling Requirements 
for Prescription Drugs and/or 
Insulin 

§ 201.50 Statement of identity. 
(a) The label of prescription and insu-

lin-containing drugs in package form 
shall bear as one of its principal fea-
tures a statement of the identity of the 
drug. 

(b) Such statement of identity shall 
be in terms of the established name of 
the drug. In the case of a prescription 
drug that is a mixture and that has no 
established name, the requirement for 
statement of identity shall be deemed 
to be satisfied by a listing of the quan-
titative ingredient information as pre-
scribed by § 201.10. 

(c) The statement of identity of a 
prescription drug shall also comply 
with the placement, size and promi-
nence requirements of § 201.10. 

[40 FR 13998, Mar. 27, 1975, as amended at 63 
FR 26698, May 13, 1998] 

§ 201.51 Declaration of net quantity of 
contents. 

(a) The label of a prescription or in-
sulin-containing drug in package form 
shall bear a declaration of the net 
quantity of contents. This shall be ex-
pressed in the terms of weight, meas-
ure, numerical count, or a combination 
of numerical count and weight or 

measure. The statement of quantity of 
drugs in tablet, capsule, ampule, or 
other unit dosage form shall be ex-
pressed in terms of numerical count; 
the statement of quantity for drugs in 
other dosage forms shall be in terms of 
weight if the drug is solid, semi-solid, 
or viscous, or in terms of fluid measure 
if the drug is liquid. When the drug 
quantity statement is in terms of the 
numerical count of the drug units, it 
shall be augmented to give the weight 
or measure of the drug units or the 
quantity of each active ingredient in 
each drug unit or, when quantity does 
not accurately reflect drug potency, a 
statement of the drug potency. 

(b) Statements of weight of the con-
tents shall in the case of prescription 
drugs be expressed in terms of avoirdu-
pois pound, ounce, and grain or of kilo-
gram, gram, and subdivisions thereof. 
A statement of liquid measure of the 
contents shall in the case of prescrip-
tion drugs be expressed in terms of the 
U.S. gallon of 231 cubic inches and 
quart, pint, fluid-ounce, and fluid-dram 
subdivisions thereof, or of the liter and 
milliliter, or cubic centimeter, and 
shall express the volume at 68 °F. (20 
°C.). A statement of the liquid measure 
of the contents in the case of insulin- 
containing drugs shall be expressed in 
terms of the liter and milliliter, or 
cubic centimeter, and shall express the 
volume at 68 °F. (20 °C.). 

(c) The declaration shall contain only 
such fractions as are generally used in 
expressing the quantity of the drug. A 
common fraction shall be reduced to 
its lowest terms; a decimal fraction 
shall not be carried out to more than 
three places, except in the case of a 
statement of the quantity of an active 
ingredient in a unit of a drug. 

(d) The declaration shall appear as a 
distinct item on the label and, in the 
case of large volume parenterals, may 
be embossed on the glass. 

(e) The declaration shall accurately 
reveal the quantity of drug in the 
package exclusive of wrappers and 
other material packed therewith. 

(f) A statement of the quantity of a 
prescription or insulin-containing drug 
in terms of weight or measure applica-
ble to such drug, under the provisions 
of paragraph (a) of this section, shall 
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