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111.525 What requirements apply to a re-
turned dietary supplement that quality 
control personnel approve for reprocess-
ing? 

111.530 When must an investigation be con-
ducted of your manufacturing processes 
and other batches? 

111.535 Under this subpart N, what records 
must you make and keep? 

Subpart O—Product Complaints 

111.553 What are the requirements under 
this subpart O for written procedures? 

111.560 What requirements apply to the re-
view and investigation of a product com-
plaint? 

111.570 Under this subpart O, what records 
must you make and keep? 

Subpart P—Records and Recordkeeping 

111.605 What requirements apply to the 
records that you make and keep? 

111.610 What records must be made avail-
able to FDA? 

AUTHORITY: 21 U.S.C. 321, 342, 343, 371, 374, 
381, 393; 42 U.S.C. 264. 

SOURCE: 72 FR 34942, June 25, 2007, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 111.1 Who is subject to this part? 

(a) Except as provided by paragraph 
(b) of this section, you are subject to 
this part if you manufacture, package, 
label, or hold a dietary supplement, in-
cluding: 

(1) A dietary supplement you manu-
facture but that is packaged or labeled 
by another person; and 

(2) A dietary supplement imported or 
offered for import in any State or terri-
tory of the United States, the District 
of Columbia, or the Commonwealth of 
Puerto Rico. 

(b) The requirements pertaining to 
holding dietary supplements do not 
apply to you if you are holding those 
dietary supplements at a retail estab-
lishment for the sole purpose of direct 
retail sale to individual consumers. A 
retail establishment does not include a 
warehouse or other storage facility for 
a retailer or a warehouse or other stor-
age facility that sells directly to indi-
vidual consumers. 

§ 111.3 What definitions apply to this 
part? 

The definitions and interpretations 
of terms in section 201 of the Federal 
Food, Drug, and Cosmetic Act (the act) 
apply to such terms when used in this 
part. For the purpose of this part, the 
following definitions also apply: 

Actual yield means the quantity that 
is actually produced at any appropriate 
step of manufacture or packaging of a 
particular dietary supplement. 

Batch means a specific quantity of a 
dietary supplement that is uniform, 
that is intended to meet specifications 
for identity, purity, strength, and com-
position, and that is produced during a 
specified time period according to a 
single manufacturing record during the 
same cycle of manufacture. 

Batch number, lot number, or control 
number means any distinctive group of 
letters, numbers, or symbols, or any 
combination of them, from which the 
complete history of the manufacturing, 
packaging, labeling, and/or holding of a 
batch or lot of dietary supplements can 
be determined. 

Component means any substance in-
tended for use in the manufacture of a 
dietary supplement, including those 
that may not appear in the finished 
batch of the dietary supplement. Com-
ponent includes dietary ingredients (as 
described in section 201(ff) of the act) 
and other ingredients. 

Contact surface means any surface 
that contacts a component or dietary 
supplement, and those surfaces from 
which drainage onto the component or 
dietary supplement, or onto surfaces 
that contact the component or dietary 
supplement, occurs during the normal 
course of operations. Examples of con-
tact surfaces include containers, uten-
sils, tables, contact surfaces of equip-
ment, and packaging. 

Ingredient means any substance that 
is used in the manufacture of a dietary 
supplement and that is intended to be 
present in the finished batch of the die-
tary supplement. An ingredient in-
cludes, but is not necessarily limited 
to, a dietary ingredient as defined in 
section 201(ff) of the act. 

In-process material means any mate-
rial that is fabricated, compounded, 
blended, ground, extracted, sifted, 
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