
254 

21 CFR Ch. I (4–1–10 Edition) § 111.503 

Subpart N—Returned Dietary 
Supplements 

§ 111.503 What are the requirements 
under this subpart N for written 
procedures? 

You must establish and follow writ-
ten procedures to fulfill the require-
ments of this subpart. 

§ 111.510 What requirements apply 
when a returned dietary supple-
ment is received? 

You must identify and quarantine re-
turned dietary supplements until qual-
ity control personnel conduct a mate-
rial review and make a disposition de-
cision. 

§ 111.515 When must a returned die-
tary supplement be destroyed, or 
otherwise suitably disposed of? 

You must destroy, or otherwise suit-
ably dispose of, any returned dietary 
supplement unless the outcome of a 
material review and disposition deci-
sion is that quality control personnel 
do the following: 

(a) Approve the salvage of the re-
turned dietary supplement for redis-
tribution or 

(b) Approve the returned dietary sup-
plement for reprocessing. 

§ 111.520 When may a returned dietary 
supplement be salvaged? 

You may salvage a returned dietary 
supplement only if quality control per-
sonnel conduct a material review and 
make a disposition decision to allow 
the salvage. 

§ 111.525 What requirements apply to a 
returned dietary supplement that 
quality control personnel approve 
for reprocessing? 

(a) You must ensure that any re-
turned dietary supplements that are 
reprocessed meet all product specifica-
tions established in accordance with 
§ 111.70(e); and 

(b) Quality control personnel must 
approve or reject the release for dis-
tribution of any returned dietary sup-
plement that is reprocessed. 

§ 111.530 When must an investigation 
be conducted of your manufac-
turing processes and other batches? 

If the reason for a dietary supple-
ment being returned implicates other 
batches, you must conduct an inves-
tigation of your manufacturing proc-
esses and each of those other batches 
to determine compliance with speci-
fications. 

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

(a) You must make and keep records 
required under this subpart N in ac-
cordance with subpart P of this part. 

(b) You must make and keep the fol-
lowing records: 

(1) Written procedures for fulfilling 
the requirements of this subpart N. 

(2) Any material review and disposi-
tion decision on a returned dietary sup-
plement; 

(3) The results of any testing or ex-
amination conducted to determine 
compliance with product specifications 
established under § 111.70(e); and, 

(4) Documentation of the reevalua-
tion by quality control personnel of 
any dietary supplement that is reproc-
essed and the determination by quality 
control personnel of whether the re-
processed dietary supplement meets 
product specifications established in 
accordance with § 111.70(e). 

Subpart O—Product Complaints 

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

You must establish and follow writ-
ten procedures to fulfill the require-
ments of this subpart O. 

§ 111.560 What requirements apply to 
the review and investigation of a 
product complaint? 

(a) A qualified person must: 
(1) Review all product complaints to 

determine whether the product com-
plaint involves a possible failure of a 
dietary supplement to meet any of its 
specifications, or any other require-
ments of this part 111, including those 
specifications and other requirements 
that, if not met, may result in a risk of 
illness or injury; and 
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