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of the Administration in their area of 
the receipt of a package that likely 
contains controlled substances that the 
collector did not make available or did 
not agree to receive pursuant to sub-
paragraph (e)(3) of this section. 

(3) When discontinuing activities as a 
collector or ceasing an authorized 
mail-back program: 

(i) Make a reasonable effort to notify 
the public prior to discontinuing such 
activities or ceasing the authorized 
mail-back program; and 

(ii) Obtain the written agreement of 
another collector that has and utilizes 
at its registered location a method of 
destruction consistent with § 1317.90 of 
this chapter to receive all remaining 
mail-back packages that were dissemi-
nated but not returned and arrange for 
the forwarding of only such packages 
to that location. 

(f) Only law enforcement officers em-
ployed by the law enforcement agency 
or law enforcement component of a 
Federal agency and employees of the 
collector shall handle packages re-
ceived through an authorized mail- 
back program. Upon receipt of a mail- 
back package by a collector conducting 
a mail-back program, the package 
shall not be opened, x-rayed, analyzed, 
or otherwise penetrated. 

§ 1317.75 Collection receptacles. 
(a) Collectors or Federal, State, trib-

al, or local law enforcement may man-
age and maintain collection recep-
tacles for disposal. 

(b) Only those controlled substances 
listed in Schedule II, III, IV, or V that 
are lawfully possessed by an ultimate 
user or other authorized non-registrant 
person may be collected. Controlled 
and non-controlled substances may be 
collected together and be comingled, 
although comingling is not required. 

(c) Collectors shall only allow ulti-
mate users and other authorized non- 
registrant persons in lawful possession 
of a controlled substance in Schedule 
II, III, IV, or V to deposit such sub-
stances in a collection receptacle at a 
registered location. Collectors shall 
not permit an ultimate user to transfer 
such substance to any person for any 
reason. Once a substance has been de-
posited into a collection receptacle, 
the substance shall not be counted, 

sorted, inventoried, or otherwise indi-
vidually handled. 

(d) Collection receptacles shall be se-
curely placed and maintained: 

(1) Inside a collector’s registered lo-
cation, inside law enforcement’s phys-
ical location, or at an authorized long- 
term care facility; 

(2) At a registered location, be lo-
cated in the immediate proximity of a 
designated area where controlled sub-
stances are stored and at which an em-
ployee is present (e.g., can be seen from 
the pharmacy counter). Except as fol-
lows: 

(i) At a hospital/clinic: A collection 
receptacle shall be located in an area 
regularly monitored by employees, and 
shall not be located in the proximity of 
any area where emergency or urgent 
care is provided; 

(ii) At a narcotic treatment program: 
A collection receptacle shall be located 
in a room: That does not contain any 
other controlled substances and is se-
curely locked with controlled access; 

(iii) At a long-term care facility: A 
collection receptacle shall be located 
in a secured area regularly monitored 
by long-term care facility employees. 

(e) A controlled substance collection 
receptacle shall meet the following de-
sign specifications: 

(1) Be securely fastened to a perma-
nent structure so that it cannot be re-
moved; 

(2) Be a securely locked, substan-
tially constructed container with a 
permanent outer container and a re-
movable inner liner as specified in 
§ 1317.60 of this chapter; 

(3) The outer container shall include 
a small opening that allows contents to 
be added to the inner liner, but does 
not allow removal of the inner liner’s 
contents; 

(4) The outer container shall promi-
nently display a sign indicating that 
only Schedule II–V controlled and non- 
controlled substances, if a collector 
chooses to comingle substances, are ac-
ceptable substances (Schedule I con-
trolled substances, controlled sub-
stances that are not lawfully possessed 
by the ultimate user, and other illicit 
or dangerous substances are not per-
mitted); and 

(f) Except at a narcotic treatment 
program, the small opening in the 
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outer container of the collection recep-
tacle shall be locked or made otherwise 
inaccessible to the public when an em-
ployee is not present (e.g., when the 
pharmacy is closed), or when the col-
lection receptacle is not being regu-
larly monitored by long-term care fa-
cility employees. 

(g) The installation and removal of 
the inner liner of the collection recep-
tacle shall be performed by or under 
the supervision of at least two employ-
ees of the authorized collector. 

§ 1317.80 Collection receptacles at 
long-term care facilities. 

(a) A long-term care facility may dis-
pose of controlled substances in Sched-
ules II, III, IV, and V on behalf of an ul-
timate user who resides, or has resided, 
at such long-term care facility by 
transferring those controlled sub-
stances into an authorized collection 
receptacle located at that long-term 
care facility. When disposing of such 
controlled substances by transferring 
those substances into a collection re-
ceptacle, such disposal shall occur im-
mediately, but no longer than three 
business days after the discontinuation 
of use by the ultimate user. Dis-
continuation of use includes a perma-
nent discontinuation of use as directed 
by the prescriber, as a result of the 
resident’s transfer from the long-term 
care facility, or as a result of death. 

(b) Only authorized retail pharmacies 
and hospitals/clinics with an on-site 
pharmacy may install, manage, and 
maintain collection receptacles at 
long-term care facilities and remove, 
seal, transfer, and store, or supervise 
the removal, sealing, transfer, and 
storage of sealed inner liners at long- 
term care facilities. Collectors author-
ized to install, manage, and maintain 
collection receptacles at long-term 
care facilities shall comply with all re-
quirements of this chapter, including 
§§ 1317.60, 1317.75, and 1317.80. 

(c) The installation, removal, trans-
fer, and storage of inner liners shall be 
performed either: By or under the su-
pervision of one employee of the au-
thorized collector and one supervisor- 
level employee of the long-term care 
facility (e.g., a charge nurse or super-
visor) designated by the authorized col-
lector; or, by or under the supervision 

of two employees of the authorized col-
lector. 

(d) Upon removal, sealed inner liners 
may only be stored at the long-term 
care facility for up to three business 
days in a securely locked, substantially 
constructed cabinet or a securely 
locked room with controlled access 
until transfer in accordance with 
§ 1317.05(c)(2)(iv). 

(e) Neither a hospital/clinic with an 
on-site pharmacy nor a retail phar-
macy shall operate a collection recep-
tacle at a long-term care facility until 
its registration has been modified in 
accordance with § 1301.51 of this chap-
ter. 

§ 1317.85 Ultimate user delivery for 
the purpose of recall or investiga-
tional use of drugs. 

(a) In the event of a product recall, 
an ultimate user in lawful possession of 
a controlled substance listed in Sched-
ule II, III, IV, or V may deliver the re-
called substance to the manufacturer 
of the substance or another registrant 
authorized by the manufacturer to ac-
cept recalled controlled substances on 
the manufacturer’s behalf. 

(b) An ultimate user who is partici-
pating in an investigational use of 
drugs pursuant to 21 U.S.C. 355(i) and 
360b(j) and wishes to deliver any un-
used controlled substances received as 
part of that research to the registered 
dispenser from which the ultimate user 
obtained those substances may do so in 
accordance with regulations promul-
gated by the Secretary of Health and 
Human Services pursuant to 21 U.S.C. 
355(i) and 360b(j). 

Subpart C—Destruction of 
Controlled Substances 

§ 1317.90 Methods of destruction. 

(a) All controlled substances to be de-
stroyed by a registrant, or caused to be 
destroyed by a registrant pursuant to 
§ 1317.95(c), shall be destroyed in com-
pliance with applicable Federal, State, 
tribal, and local laws and regulations 
and shall be rendered non-retrievable. 

(b) Where multiple controlled sub-
stances are comingled, the method of 
destruction shall be sufficient to 
render all such controlled substances 
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