
Title 16. Board of Pharmacy 


Third Modified Text 


Changes made to the originally proposed language are shown by strikethrough for deleted 
language and underline for added language. 

Changes made to the first modified language are shown by €le~o~ el e stFil(et!;! Fe~o~ g!;l for deleted 
language and bold underline for added language . (Additionally, the modified text is listed in 
red for color printers.) 

, 
Changes made to the second mopified language are shown by JilQ(g d:QMllli &kiltitb:[~lii!Jb: 
ill~ D~l~ WiW WD~ifliBI for deleted language and b.o1d. YJ.a'C:J. YOderline for added 
language . (Additionally, the modified text is listed in purple for color printers.) 

Proposal to add new Article 9.1 of Division 17 of Title 16 of the California Code of 

Regulations and a new Article title as follows: 

Article 9.1. Prescription Drug Take-Back Pn~gram& Services 

Proposal to add § 1776 of Article 9.1 of Division 17 of Title 16 of the California Code of 

Regulations as follows: 

Section 1776 Prescription Drug Take-Back Pr&gram& Services : Authorization 

Pharmacies, hospitals/clinics with onsite pharmacies, distributors and reverse distributors 
licensed by the board and licensed skilled nursing facilities may offer, under the requirements 
in this article, specified prescription drug take-back services throuQh collection receptacles 
and/or mail back envelopes or packaQes te t!;le f&I=IB iie to provide options for the public to 
€lestFey d iscard unwanted, unused or outdated prescription drugs. Each ef t!;lese e~titiss ~ 
must comply with regulations of the federal Drug Enforcement Administration iQf.8). and tRe= 
BeaF€l ef j;J!;larmae~· reg~o~latie~s eeRtaiRe€l i~ this article . 

All eear€l lise~se€l a~o~t!;leriee€l sellesters sRets~l€l ti:Je vigi laRt te ~&reve~t tRe f&ts~ti:l lis ~&atieRts QF tReiF 
ageRts fFem €lis~&esi~g ef f&F9Rieite€l items tRre~o~gR €lrts~g tal(e eael( eelleetieR metRe€ls. j;e€leral, 
state aR€l etRer laws J&reRieit tRe €le~&esit i~ €lrts~g tal(e eael( rese~&tas l es ef tRe fellewi ~g i~ 
J&RaFmaee~o~tisal tal<e eaGlE reee~&tasles: me€lieal sl::lar~&s aR€l ~ee€ll es (e .g., iRs~o~li~ syriAges), 
ie€liAe @@AtaiAiAg me€lieati9AS1 ff!QF@I=IF)' €19AtaiAiAg tReFmemet9FS, ra€li9J&RBFmB€19Ioltieals, 
i::'la2aF€le~o~s me€lieatieAs (saAser GRemeU:)SFaJ&y €lrts~gs ; eyteteJcie €lrts~gs) , ill ieit €lr~;~gs , aR€l 
e9mJ&Fesse€l e~·liA€lers QF aeFQSQIS (e.g. , asti::lma iARaleFS). 

Only California-licensed pharmacies. hospitals/clinics with onsite pharmacies. and drug 
distributors (licensed wholesalers and third-=party logistics providers) who are registered 
with the blF~o~g liRfersemeAt A€lmiAistratieA (DEA1as collectors and licensed in good 
standing with the board and are also registered with the Drug Enforcement Administration 
as collectors may host a pharmaceutical take-back receptacle as participate in drug take 
back programs authorized under this article. 

Note: Authority cited: Section 4005, Business and Professions Code. 
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Reference: Sections 4005 . 4026.5 . and 4301 , Business and Professions Code and Section 
1317.40, Title 21 Code of Federal Regulations. 

Proposal to add § 1776.1 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows : · 

Section 1776.1 Pharmacies 
(a) Pharmacies may assist patients seeking to destroy um1anted, previously dispensed 

prescription drugs as provided in this article. Provision of such services is voluntary. , 
~	(a) Pharmacies may provide ~Fik~-back services to the public patients as ~F€lvi€1e€1 iR 

seeti€li"IS 177~ 177GA. Retail pharmacies and hospital/clinics with onsite pharmacies may 
esta81ist:l maintain collection receptacles in their facilities. Pharmacies may e~erate 
e€llleeti€lR reee~taeles offer drug take-back services as specified=#:\ in section 1776.4 in 
skilled nursing facilities licensed under Galif€lrRia Health and Safety Code section 1250(c). 

f6) 	(b) There are multiple federali aAd state and local requirements governing the collection 
and destruction of dangerous drugs. Pharmacies are expected to know and adhere to 

these requirements when operating a prescription drug take-back program . 
~ 	(c) For purposes of this article, prescription drugs means dangerous drugs as defined by 

Galif€lmia Business and Professions Code section 4022, which includes including 
controlled substances. Controlled substances may be com mingled in collection 
receptacles or mail back ~ael~ages €lF envelopes or packages with other dangerous drugs. 

J.Ql_Once drugs are deposited into a collection receptacle or mail back envelope~ or package~ 
by a consumer patient, they are not to be removed. counted. sorted or otherwise 
individually handled se~arate€1 8~· ~t:larmaey staff €lr €ltt:lers. 

,Ull.(€l) Tt:ls f€lll€lWII"lg €laRgBF€lYS €lr~;~gs aR€l €leviees are B>E~ressly ~r€lt:li9ite€l fr€lm e€l ll seti€ll"l il"l 
a ~t:larmaey' s ~reseri~ti€lR €1r~;~g tal<e 8ael~ e€llleeti€lR reee~taeles: me€l ieal st:lar~s aR€l 
Ree€l les (e.g., iRs~;~liR syriRges), i€l€liR9 6€ll"ltai!"lil"lg m9€lieati€lRs , mere~;~ry 6€lRta iRiRg 
tt:lsrm€lmet9rs, ra€li€l~t:larmaee~;~tieals, al"ltiRe€l~ l astie agEmts (eaReeF et:lem€ltt:lera~y €lr~;~~s. 
e~'t€lt€l>Eie €lr~;~gs), aR€l e€lmfm3sse€l eyliR€lsrs €lF asms€lls (e.g., astt:lma iRt:laleFs). aigRage 
iRf€lrmiRg tt:le ~e~81ie that meE:Jieal shar~s aR€l Ree€l les (e .g., iRse~ l iR syriRges) ars €lf the 
items Jilret:li8ite€l fr€lm 8eiR§ €leJ9€lSi te€1 shall 8e JillaGe€1 Jil€lSte€1 €lR eelleGti€lR FB€i9Jiltae les as 
F9f9FQRG9Q iR S96ti€lR 177~.3. 

The collection receptacle shall contain signage that includes: 
ill The name and phone number of the responsible pharmacy: 
~ Medical shams and needles (e.g, insulin syringes) shall not be deposited: and 
Ql Consumers may deposit prescription drugs includ ing Schedule 11-V controlled 

substances. 
!fl~Prescription drugs that are eligible for collection ~as part of drug take-back JilF€l§rams 

9Jilerate61 services maintained by pharmacies are only those prescription drugs that have 
been dispensed by any pharmacy or practitioner to a patient or patient's agent consumer. 
Dangerous drugs that have not been dispensed to patients consumers for use (such as 
outdated drug stock in a pharmacy, drug samples provided to a medical practitioner or 
medical waste) may not be collected ffl as part of a pharmacy's drug take-back service 
Jilregrams. 

(gl 	As part of its drug take-back services. a Pharmacy shall not: 
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(1) PRarmasy staff s~;;tall Ret r Review, accept, count, sort, or otherwise individually handle 
illlY._prescription drugs ret~:;~rRe8 from tl=le ~~:;~l91ie consumers . 

(2) A ~Rar~aey shall Ret a Accept or possess prescription drugs returned to the pharmacy 
@y=from skilled nursi~g l=lemes facilities, residential care homes, etl=ler faeilities, health 
care practitioners or illlV other ~ efltit1es iR a eelleetiefl reee~taele . 

(3) A ~Rar~aey shall Ret €l Dispose of quarantined, recalled or outdated prescription drugs 

from pharmacy stock ifl a €lr~:;~~ tal(9 l9ael( eelleetieR reee~taele . Instead the pharmacy 
must return these items to a reverse distributor. 

~!.bl..A phariJlacy must be registered with the federal Or~:;~~ ~Rfereemeflt A€lmiRistratie R 
DEA as a collector for purposes of operating maintaining a prescription drug take-back 

collection receptacle program. Such pharmacies cannot employ anyone convicted of a 
felony related to controlled substances, or anyone who has had a DEA permit denied, 
surrendered or revoked. 

fR}ffi+!l.LAny pharmacy that operates maintains a drug take-back collection receptacle 
program as authorized in this article shall notify the board jn writjng SR a ferm €lesi~Rate€l 

l9~· tRe l9ear€l within 30 days of establishing the collection program. Additionally: 

(1) 	Any pharmacy that ceases to operate maintain a drug take-back collection receptacle 
program shall notify the board in writing within 30 days eR a feFm €lesi§Rate€l l9y tRe 
ooam. If the pharmacy later ceased to operate the collection receptacle, the pharmacy 
must notify the board within 30 days. 

(2) 	Any pharmacy operating a mail back program or maintaining a.collection receptacles 
shall disclose i€leRtify to the board that it provides such services annually at the time of 
renewal of the pharmacy license, and shall identify all locations where its collection 
receptacles are located. 

(3) 	Any tampering with a storage collection receptacle or theft of deposited drugs shall be 
reported to the board in writing within 14 days. 

(4) 	Any tampering, damage or theft of a removed liner shall be reported to the board ill.. 
w riting within 14 days. 

~fA+ill_lf the pharmacy~ ceases to operate maintain tRe a registered collection receptacle, 
the pharmacy must notify the DEA Dr~:;~g ~Rfereemeflt A€lmiflistratiefl within 30 days. 

fit!hl A pharmacy shall not provide take-back services to consumers , as ~revi€le€l ifl sestiefls 
177G 177G. 4, if, in the professional judgment of the pharmacist-:in-:charge, the pharmacy 
:cannot comply with the provisions of this article or the DEA Dr~:;~Q ~RferesmeRt 
A€lmiflistratieR rules. 

(#(I} A pharmacy shall not provide take-back services to consumers, as ~revi€le€l ifl sestieRs 
J.Z*G 177G.4 if the pharmacy or the pharmacist-:in--charge is on probation with the S. 

board, and, if the pharmacy had previously provided take-back services, the pharmacist-: 
in--charge shall notify the S.board and the DEA Or~;J€1 ~Rfersemeflt A€lmiflistratieR as 
required in subsections (h) and (i), above. 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Section 4005 and 4022 , Business and Professions Code and Sections 1301.71, 
1317.30, 1317.40, Title 21 Code of Federal Regulations. 
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Proposal to add § 1776.2 of Article 9.1 of Divisi6n 17 of Title 16 of the California Code of 
Regulations as follows: 

1776.2 Pharmacies Offerjnra Mail Back Envelope or package Seryjces Mail Sack 
Package aR& ER'J&IQp& Sarvicas frem Pharmaeias 

(a) Pharmacies that provide prescription drug take-back services may do so by establishing 
providing mail back services, ·.vhereby the public may obtain from the pharmacy 
preaddress~d mailing envelopes or package~ 5€H";Jtainers to allow a consumer to fef 
return~ prescription drugs tq, an .authorized DEA Orw€! ~nferse~ent A€:ilministFatien 
destruction location. 

(b) All envelopes and packages must be preaddressed to a location registered with the .QfA. 
Qrw~ ~nfer~5e~ent ,'\€lministrati€ln as a collector that has onsite a method appropriate to 
destroy the prescription drugs. The pharmacy is responsible for ensuring that all 
preaddressed envelopes and packages it makes available to the public are preaddressed 
t€1 9e €:ilelivere€:il for delivery to facilities that comply with this section. 

(c) The preaddressed envelopes and packages must be water and soill proof. tamper evident. 
tear resistant and sealable. The exterior shall be nondescript and not include markings 
that indicate the envelope or package contains prescription drugs . Postage shall be 
prepaid on each envelope or package . 

(d) The preaddressed envelope and package shall contain a unique identification number for 
each envelope and package. and 159ftain instructions for users that indicate the orocess to 
mail back drugs. 

(e) 	The pharmacy distributing mail back envelopes and packages shall create and maintain 
records required by section 1776.6. 

(f) 	 Individuals who mail back prescription drugs as provided in th is section do not need to 
identify themselves as the senders. 

{W 	(e) Once filled with unwanted prescription drugs, the A pharmacy shall not accept any mail 
back packages or envelopes that contain drugs unless they are registered as a collector 
and have an onsite method of destruction that complies with the DEA requirements . 
Instead. G=consumers shall be directed to mail the envelopes or packages €IF €:ile!§l€lsit tt::te~ 

int€1 a !§lRElrFRa159Ytieal tal<e 9ael< r9159!§lta~51e . shall be mailed and not accepted by the 
pharmacy for return, processing or holding. 

Note: Authority cited: Section 4005, Business and Professions Code. 

Reference: Section 4005, Business and Professions Code and Sections 1317.70 and 

1317.70, Title 21 Code of Federal Regulations. 


Proposal to add § 1776.3 of Article 9.1 of Division 17 of Title 16 of the California Code of 

Regulations as follows : 


1776.3 Collection Receptacles in Pharmacies 

(a) A pharmacy PRarFRaeies may that provide prescription drug take back services to the 
public may do so by esta91ist::l~ maintain a collection receptacle in tRe ~RarFRaey '.¥hereby 
for the public to may deposit their unwanted prescription drugs for destruction . I!::lst 
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pharmacy js responsible for the management and maintenance of the receptacle. The 
receptacle shall be sse~s~rely l€lei<€H::l e.u::t€1 substantially constructed, with a permanent outer 

container and a removable inner liner. The collection receptacle shall be locked at all times 
to prevent access to the inner liner. ffi O~s~ rir:t§ h€l~s~rs wher:t the fJh:ar~:aey is el€lse€1, the 

selleeti€lR reeefJt:aele shall r:tet 9e :aee€lssi9 1e te tlzle f'JeABiie fer €lefJ€JSit €Jf €1reJ§S . The 

fJh:ar~:aey slzl:all I€Jel< th8 €lefJ€JS it slet er:t the selleetier:t reesf'Jt:aele :ar::t€1 f'JF:I~·sieally 91eel< the 
f'JisiBiie f'Jtatier:tts fre~ aeeess t@ the eelleeti@r:t reeefJt:aele ey s€J~e ~e:ar:ts. 

(b) 8~ pharmacy operating maintaining ~a.collection receptacle must securely ir:tst:all 
fasten the r~ceptacle to a permanent structu re so it cannot be ffieve€1 @F removed. The 
receptacle shall be installed il') an. inside location withir:t tlzle fJR:ar~:asy fJFe~ise~, where , 

Except as provided in subsection (c), the receptacle is visible to pharmacy or DEA 

registrant employees, but not located in or near emergency areas . nor behjnd the 
pharmacy's counter. 

(c) In hospitals/clinics with a pharmacy on the premises, the collection receptacle must be 

located in an area that is regularly monitored by pharmacy or DEA registrant employees 
and not in the proximity of illlY._emergency or urgent care areas. When OQ gbarmacy QC 

DEA r~gi~trant ernRIQ~~s am Jlms!mt. tbi &WPiOthiing fiiP~Biibli PBil!lBii!t hi 
illi&id. the collection receptacle shall be locked so that drugs may not be deposited into 

the collection receptacle. Wher:t the eellestier:t resef'Jtasle is leel<e€1, tlzle Slslf'JEIFvisir:t§ 
f'Jharffi:aey sR:all er:ts~s~re that the eelleeti€Jr:t reeefJt:aele is :als€l f'Jh~·sie:ally 91eel<e€1 fr€lffi f'JeA91ie 
fJ:atier:tt :aeesss 9y S€Jffie ~e:ar:ts. 

(d) 	The receptacle shall include a small opening that allows deposit of drugs into the inside of 
the receptacle directly into the inner liner, but does not allow for an individual to reach into 
the receptacle's contents. During hours when the pharmacy is closed. the collection 

receptacle shall not be accessible to the public for deposit of drugs. The pharmacy shall 
lock the deposit on~oiog=&kM on the collection receptacle. 

(e) The f'Jhar~aey is r9Sf'J€msi91€l f€Jr the ffiar:t:a§e~sr:tt ar::t€1 ~:air:tter:tar:tee ef the reeef'Jt:asle. 

A pharmacy shall direct consumers to directly deposit drugs Into the collection receptacle. 
A.Pharmacy staff=shall not accept, count, sort or otherwise handle prescription drugs 

ret~s~rr::te€1 from tlzle f'JeABiie consumers, e~s~t ir::tstea€1 €1irBet the fJ~s~91ie t@ €19f'J€JSit tl-:le €1r61§S iRt@ 
the e€JIIssti€Jr:t r€le€1pt:ael8 th€1~selves . 

(f) 	 A liner as used in this article shall be made of material that is certified by the manufacturer 
to meet the American Society for Testing Materials (ASTM) D 1709 standard test for impact 

resistance of 165 grams (drop dart test), and the ASTM 01922 standards for tear 

resistance of 480 grams in both parallel and perpendicular planes. 
(1) The liner shall be waterproof, tamper evident and tear resistant. 
(2) The liner shall be opaque to prevent viewing or removal of any contents once the liner 

has been removed from a collection receptacle. The liner shall be clearly marked to 
display the maximum contents (for example, in gallons). The liner shall bear a 

permanent, unique identification number established by the pharmacy or pre-entered 

onto the liner by the liner's manufacturer or distributor. 

(g) 	The liner shall be removable as specified in this section. The receptacle shall allow the 
public to deposit prescription drugs into the receptacle for containment into the inner liner, 
without permitting access to or removal of prescription drugs already deposited into the 

collection receptacle and liner. Once a prescription drug or any other item is placed in the 
collection receptacle, the prescription drug or item cannot be removed~ 0FCounted . sorted 
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or otherwise jndjvidually handled. 
(h) 	If the liner is not already itself rigid or already inside of a rigid container when as it is 

removed from the collection receptacle, the liner must be immediately. without interruption . 
placed in a rigid container for storage, handling and transport. A rigid container may be 
disposable, reusable, or recyclable. Rigid containers shall be leak resistant, have §~B.Iabl~ 
tight-fitting covers, and be kept clean and in good repair. Rigid containers may be of any 
GeiGf-; All rigid containers must meet standards of the United States Department of 
Transportation f€lr tn;u:ts~€lft €lf mesieel waste . Illi eQB:tiiBif& &bill Ri ~BPiRii if being 
iiBiid ani~;e i§ilt ftliM wut in 9iid f§IH:i& 

(i) 	 The liner may be removed fro!J) a. locked collection receptacle only by or under the 
supervision of two employees of the pharmacy. Upon removal, the liner, these ~herll:tee~· 
ell:t~lsyees wJ:\o shall ~immediately. without interruption. sea led and the pharmacy 
employees shal l record seal the lirHilf aAs rse€lr€l .. in a writtEm log.. their participation in the 
removal of each liner from a collection receptacle. If tt;;!e liAer is Ast eireas~· esAteiAes iA a 
ri~i€l ssAteiAer witt:liA tt:le rese~taele , the tws ell:t~ls~·ees sRall imll:tesietely ~lese tRe liRer iR 
a ri~i€l eere:~teir:ter. Liners and their rigid containers shall not be opened, x-rayed, analyzed 
or penetrated at any time by the pharmacy or pharmacy personnel. 

U) 	 Liners and their rigid containers that have been filled and removed from a collection 
receptacle must be stored in a secured, locked location in the pharmacy no longer than 
tru:ee 14 days. 

(k) The pharmacy shall make and keep the records specified in 1776.6. ll:teire:~tair:t a writter:t Is~ 
ts r€lssrs ir:tfsrmetisR elssto~t all lir:ters that Rave tseer:t ~laees ir:tts €IF rell:tsves frsm a 
eslleetisr:t reee~taele . The 1€1~ sRall ssr:tteir:t: 
(1) The to~r:tiqto~e i€lere:~tifieatisr:t r:tto~ll:tlsers sf ell to~r:tto~se€l l ir:ters ire~ ~sssessisr:t sf tRe ~herll:tasy, 
(2) Tt:le to~r:tiqto~e i€ler:ttifieetisr:t r:tto~ll:tlssr ar:t€l €lates a lire:~er is ~laees ir:t the eslleetisr:t 

r€l €l€l~teele , 


(:3) Tt:le sate tt:le lir:ter is rell:tsves frsm tt:le eslleetisr:t reee~teels , 


(4) Tt:le r:tall:tes ar:t€l si~r:tatto~res ef tt:le tws ~t:lermaey sm~l€lyees WR€1 rell:tsves ar:t€l 

witnesss€l tt:le rell:tsvel ef a lir:ter frsll:t tt:le sslleeti€lr:t r€lee~taeh~, ar:ts 


(fi) TRe elate tRe liRer was ~revises ts a lieer:tsss (;)~A re~isteres reverse sistFilsto~tsr fer 
sesbto~etier:t , ans tt:le si~r:tatto~re €lf tt:le t·Ne ~harll:taey ell:t~le~'ees wt:le witr:tesses tRe 
selivery te tt:le rsverse sistrilsto~ter. If a sell:tll:t€lr:t serrier is to~ses ts trere:~s~ert tRe lir:ter te 
tRe reverse sistril:::lto~tsr, tRe eem~are:~y to~ses, th9 si~re:~etto~re sf tRe sriver , are:~s are:~y relates 
~B1519PN€lrl( (iRvsies, !sill €lf lefdir:t~) mto~st tse ree€lrss8. 

(l) 	 The pharmacy shall ensure the sealed inner liners and their contents are shipped to a 
reverse distributor's registered location by common or contract carrier (such as UPS, 
FEDEX or USPS) or by licensed reverse distributor pick-up at the licensed pharmacy's 
premises. 

(m) :J:t:le eellestisr:t rese~teele sRall e€lre:~teire:~ si~re:~a~e 8evelspe€l tsy tRe !sears asvisir:t~ tt:le ~to~ls l i e 

tRet it is 151eF!l:tissitsle ts se~ssit ~et:l98to~l 9 II V sr61~S ir:tts ti;Je reee~taels , l:::lto~t Ret ~ermissil:::lle 
ts €1e~ssit eRy Set:le9eile l srto~~s iAts tRe e€ll leetisr:t F9 6Ell5ltaels . latselir:t~ TRe si~ne~e sRell 
else i9er:ttify iAfermiA~ tt:le ~6181ie ti;Jet mesieal si;Jar~s ar:ts re:~eesles (e . ~ . , ir:ts61lin s~·rir:t~es), 
isfdiRe eeRteir:tir:t~ mes ieatisAs , msreto~r~· e€lRtaire:~iR~ tRerll:tsmeters , resie~herll:taeeto~tieals , 

entin es~lestie a~eRts (eaReer eRem€lthera~y 9r61~s. eyt€ltexie 9rto~~s), are:~s esmwessss 
eylire:~ssrs €lr aerss€lls (e.~. , estt:lme iRRalers) may r:tet tse se~ssites iRts ti;Je reee151teele . The 
Rame are:~9 ~RsRe nto~ll:tlser ef the eelleeter ~Rarll:taey res~sRsil:::lle fer tRe reee151teele sRall 
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aiS€l QB affi>(€H:l t€l tl99 B€liiBBti€lR FBB9ptaBIQ, . 

The collection receotacle shall contain signage that includes: 

ill The name and ohone number of the responsible pharmacy: 

L'.}, Medjcal shams and needles (e.g.. insulin syringes) shall not be deposited: and 

Q1 Consumers may depOsit prescription drugs including Schedule 11-V controlled 


substances. 
(n) 	Tl9e Q€larEl sl9all Elevel€lp si~Ra~B t€l appBar €lR ti9B B€liiBBti€lR FBBeptaBIB t€l pr€lvi€1e 

€l€lRS61Ff19F iRf€lFFflati€lr=l aQ€l61t tl99 B€lllr!Hiti€lr=l pr€lB9SS. 

Note: Authority cited: Section 4005, Business and Professions Code. 
) . 

Reference: Section 4005, Business and Professions Code and Sections 1304.22, 1317.05, 
1317.60, 1317.75, and 1317.80 Title 21 Code of Federal Regulations. 

Proposal to add § 1776.4 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: 

1776.4 CelleetieR Dryg Take-Back Services in Skilled Nursing Facilities 
AJ!:pharmacy may offer drug take-back services in ~§killed nursing facilities licensed under 
Health and Safety Code section 1250(c) ~ay partiBipate ir=l €In;~~ taiHl eaBI< pm~ra~s as 
authorized by this article. 
W LaLSkilled nursing facility pers€lr=lr=l91 employees or person lawfully entitled to dispose of the 

resident decedent's property may dispose of a B61FF€lr=lt resieleRt's unwanted or unused 
prescription drugs by using mail back paBI<a~es €lF envelopes ~QL.packages ease€! 
~;;~p€lR a re~~;;~est ey tl9e resieleRt patient. Mail eaBI( envel€lpes an€1 paBka~es sl9all B€lnf€HFf1 
t€l tl9e re~~;;~ireFfleRts speBifie€1 in seBti€ln 177Ei.2. :I:M::ptJarma~Y. m!W alliW &ldllid 
lUU&hUJ fa~Ui!Y iDU~I~yee& ti di&!r:ilut~ milil u~k e~liPi& ~r pa~h.i.§i& til 
~~B&Mm&ffi, The pharmacy shall require ReB€lr€1s sl9a ll ee l<ept e;· tl9e skilled nursing 
facility employees to keeo records noting the specific quantity of each prescription drug 
mailed back, the unique identification number of the mail back package and the 
preaddressed location to which the mail back envelope is sent. 

(e) .Lbl.Only ~pharmac i es and hospitals/clinics with onsite pharmacies may establish 
collection receptacles in skilled nursing facilities for the collection and ultimate disposal of 
unwanted prescription drugs. A pharmacy and hospital/clinic wjth an onsite pharmacy 
;maintaining a collection receptacle in a skilled nursing facility shall: 
(1) Any pl9arFflaey an€119€lspitai/BiiniB v:itl9 an €lnsite pl9arFflaB;· €lperatiR~ ~aintainin~ 

€l€llleBti€ln reEJeptaBies ir=l sl<ille€1 R~;;~rsinf:! faBilities sl9all 9 Be registered and maintain 
registration with the DEA as .a,collectors. 

(2) /\ny pl9arFfla€ly €lr 19€ls~ital /€lliniB witl9 an €lRsite pl9arFfla€ly tl9at €lperates FflaintaiRs a 
e€llle€ltieR reseptaEJie at a sl<ille€1 r=llolFSir=l~ faEJility sl9all R Notify the board in writing within 
30 days of establishing a collection receptacle €lR a f€lFFf1 elssif:!Rate€1 ~;;Jy tl9e 9€lar€1 . 

(3) 	 ARy pl9ar~aey €lF 19€lspital/eliRiB witl9 an €lRsite pl9arFfla€l;' Notify the board in wrjting 
Within 30 days when they tRat ceases to operate maintain a=-~collection sHe 
receptacle at a sl<ille€1 Re~rsiRf:! faBilit;· sl9all R€ltify tl9e 9€lar€1 witl9iR ;ag €lays €lR a f€lr~ 
El9Sif:jRateEl By' tl99 B€laF€1 . 

(4) Notify the board in writing within 14 days of any tampering of the collection receptacle 
or theft of deposited drugs. 
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(5) Notify the board in writing within 14 days Of any tampering. damaae or theft of a 
removed lineL 

(6) AAy ~lo':lanlHi@Y s~eratiAg a @slleetisA reee~taele site at a sl<ille€l RlslrsiRg fasil ity slo':lalll 

!,.ist all collection rec~ptacles it operates maintains annually at the time of renewal of 
the pharmacy license. 

(e) {i) W:tum I l!hMmft~:t ~f ~&aiHililiBh~ Wilb ill ~Diili PBifBUiiY iDilil!i R ~illiilhUl 
fi~Uli~li in a &kille§l fUU&iAg fi~ility, ~81¥ tfti Phi£mH:t il:lill r!iUR~!lii &iii, 
l£8Aifir, ilUt &lifi Qf &WPifYi&i tbi fimQ!lil. &iiliog, lfRBiffir RBQ &lQfftU if &iili§i 
iBM£ liDif&;it!IQB§ lirm iiUQ Ht~ililiii ft& &PQ~ified ift tbi& &tl~tii!B· 

(€l) 	 ~very ~t::lan¥'1El@)' ElR€llo':lss~ital/,eliR i@ ~lo':larma@y tlo':lat s~erates F¥'1EliRtaiAs a @Sii9@tisA site 
F9@9~tael9 at ElRY sl~ill€l8 AI:IFSiAg fEl@ility SRElll AStify tlo':le BSElF€l witRiA 1 4 €lays sf BAy ISSS QF 
tlo':left frsf¥'1 tlo':le @9~le@tisR re@e~tae l e sr S9@lslre€l st€lrage l€leatisR fsr tlo':le stsrage sf reF¥'tsve€l 
~ 

~	 !QLWithin three business days after the permanent discontinuation of use of a medication 
by a prescriber, as a result of the resident's transfer to another facility or as a result of 
death, the skilled nursing facility may place the patient's unneeded prescription drugs into 
a collection receptacle. Records of such deposit shall be made in the patient's records, 
with the name and signature of the employee discarding the drugs. 

~ 	~A collection receptacle must be located in a secured area regularly monitored by skilled 
nursing facility employees. 

(W ill.The collection receptacle shall be securely fastened to a permanent structure so that it 
cannot be msve€l sr removed . The collection receptacle shall have a small opening that 
allows deposit of drugs into the inside of the collection receptacle and directly into the 
inner liner, but does not allow for an individual to reach into the receptacle's contents. 

(A) LQl_The receptacle shall be securely locked and substantially constructed, with a 
permanent outer container and a removable inner liner. 
(1) The liner shall comply with provisions in this article. The receptacle shall allow deposit 

of prescription drugs into the receptacle for containment into the inner liner, without 
permitting access to or removal of prescription drugs already deposited into the 
collection receptacle and liner. Once a prescription drug or any other item is placed in 
the collection receptacle, the prescription drug or item cannot be viewe€l, removed._ 
sorted. counted, or otherwise individually handled eS~:~Ates . 

~2) If the liner is not already itself rigid or already inside of a rigid container as when it is 
removed from th e collection receptacle, the liner must be immediately placed in a rigid 
container for storage, handling and transport. A rigid container may be disposable, 
reusable, or recyclable. Rigid containers shall be leak resistant, have §ealable tight
fitting covers, and be kept clean and in good repair. Rigid containers may be of any 
~ All rigid containers must meet standards of th e United States Department of 

Transportation fsr traRs~srt sf F¥'le€lieal waste . Ibi rigid iiBliliBifi &ball §a iifiil~li 

~~ beiftg &Hiiil Bod be l~apt elaao Bod io gQQ@ r~ 
~ ibl.A liner as used in this article shall be made of material that is certified by the 

manufacturer to meet American Society for Testing Materials (ASTM) 01709 standard test 
for impact resistance of 165 grams (drop dart test), and the ASTM 01922 standards for 
tear resistance of 480 grams in both parallel and perpendicular planes . 
(1) 	The liner shall be waterproof, tamper evident and tear resistant. 
(2) 	The liner shall be opaque to prevent viewingr@f and discouraae removal of any 
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contents once the liner has been removed from a collection receptacle. The liner shall 
be clearly marked to display the maximum contents (for example, in gallons). The liner 
shall bear a permanent, unique identification number l&li~li&hi~ tiy lbi pbar:m~:gy 
Q£ !Ui iBtiBl~ iBti ibi liBQ£ tiY lbi JiBM'& fDiBWfi~lwnn:. 

ffi 	!l.LTl::le eelleBtie~ reBe~ta'Bie sF!all ~remi~e~tly €lis~ lay a si~~ i~€liBati~~ tl::lat ~resBri~tie~ 
€lr~~s a~€l Be~trelleel elr~~s i~ ~BRe€l~les II V ~ay se €le~esite€l. Tl::le ~ame a~€l ~Re~e 
~~Fiflser ef tl'1e Belleeter ~I;;Jar~aey res~e~siele fer t~;;Je reBe~taele s~;;Jall alse ee afiil<eel te tRe 
selleetie~ reBe~taBie . 

The collection receptacle shall contain signar;m that includes : 
ill The name and phone number. of the responsible oharmacy: 
.(gl Medical shams and need les (e.g .. insulin syringes) shall not be deposited: and 
Q.l Consumers may deposjt prescription drugs including Schedule 11 -V controlled 

substances. 
fk1 !lLOnce deposited, the prescription drugs shall not be Ra~€lle€l , counted, i~ve~terieel 

sorted or otherwise individually handled. 
~ L!iLThe installation, removal, transfer and storage of inner liners shall be performed only 

by: 
(1) One employee of the authorized collector pharmacy and one supervisory level 

employee of the long-term care facility (e.g., a charge nurse or supervisor) designated 
by the authorized collector, or 

(2) By or under the supervision of two employees of the authorized collector pharmacy. 
~.ill_Sealed inner liners that are placed in a container may be stored at the skilled nursing 

facility for up to three business days in a securely locked, substantially constructed cabinet 
or a securely locked room with controlled access until transfer to a reverse distributor for 
destruction. 

W .Ltnl.Liners still housed in a rigid container may be delivered to a reverse distributor for 
destruction 13y twe ~Rarmas;' e~~leyees €leli'o~eri~~ tl::le ssals€1 i~Rer li~srs iR tl::le ri~i€1 
BeRtai~ers a~€1 tl:leir BeRtsRts €1irestly te a re¥erse €listris~t€lr' s re~isterrs€l l€lsati€lR, er by 
common or contract carrier or by reverse distributor pickup at the skilled nursing facility. 

~ (n) A pharmacy maintaining a collection receptacle in a skilled nursing faci lity shall make 
and keep the records as specified in 1776.6. ~eser€1s ef tl::le ~isl n;~~. €leli¥ery aR€l 
€lestr~sti€l~ sRall se maiRtai~e€1 ti;;Jat ~revi€1s tRe €late easR sealeel i~Rer liRer is tra~sferrsel 
ter €lestr~etieR , ti;;Je a€l€1ress aA€l re~istratieR ~~mesr ef tRe reverse €listris~t€lr €lF €listril3~ter 

te wRem saeR seals€l IRAer was traRsferrs€l , tRe ~Riq~e i€le~tifisati€l~ ~~ml3sr aA€l ti;;ls si;ze 
(e.~ ., 5 ~alleA , 1Q ~alleR) €lf saBR li~sr traRsfsrrs€l , aR€1 if a~~liBal31s , tRs Aames aR€1 

si~Rat~res ef tRs tw€l s~~le)· ses wRe traAs~erts€l easl:l liFter. 


Note: Authority cited: Section 4005, Business and Professions Code. 
Reference: Sections 4005, Business and Profession s Code and Sections 1304.22, 1317.05, 
1317.40, 1317.60, 1317.75, 13 17.80, and 1317.95 , Title 21 Code of Federal Regulations 
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Proposal to add § 1776.5 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows : 

1776.5 Reverse Distributors 
(a) A licensed reverse distributor (either a reverse wholesaler or a reverse third-party logistics 

provider) registered with the DEA as a 5€llle5t€lr may accept the sealed inner liners of 
collection receptacles at th e reve rse distributor's registered location b y common or 
contract carrier pick-up. or by reverse dist ributor pick-up at the collector's authorized 
collection loyation. Once received, the reverse distributor shall establish records required 
by this section. 

(b) A licensed reverse distributor may not open.~ survey. or otherwise ana lyze count, 
inventory or othervt'ise sort or x ray the contents of inner liners. All liners shall be 
incinerated destroyed by an appropriately licensed and registered DEA reverse distributor 
in a manner that makes the drugs irretrievable. 

(c) 	lf B rexerse distributQr pick$ LID tbe seated inner liners fmm tbe CQII e~!;u' s 
autbQrized (QCDtiQO, at I~ H wo employees of the reverse distributor shall ~ 

 Riili Wi! i£ Biiii!t tb~ £iiiitlt if iBBi£ liBi£i trim PiA~~~
liMrs are deliyemd.m tbe rexer~e distribYtQr ~ia kQmlllQn Qr CQotract carrier, at 
least Qne emg~ Qf ~~ r:IDletse dlsttibYl<u sball acceRt tbe r~emt Qf tbe lno~r 
liners at 1M re~~ distribulQr's registered l9catiQn. 

(d) A reverse distributor shall not employ as an agent or employee anyone who has access to 
or influence over controlled substances, any person who has been convicted of any felony 
offense related to controlled substances or who at any time had a DEA registration 
revoked or suspended, or has surrendered a DEA registration for cause. 

~e) lia5i;;J reverse €1istri9~t€lr witi;;J aA iA6iAerati€lA site s~;tall maiAtaiA a F96€lr€1 €lf ti;;Je €1estr~6ti€lA 
€lA OliA f€lrm ~ 1. TR9 FB5€lr€1s s~;tall ee 5€lm~lete, a55~rate , aA€1 i A51~€1e tRe Aame aA€1 
si~Aat~re €lf ti;;Je tw€l em~l€l;'ees w~;te witAess t~;te €1estr~5tieA . 

fft!ru. For each sealed liner or mail back enve lopes or package~ received trim iilliilii!UK: 
IBW Q8fQ£iimeot pursuant to federal Title 21 CFR section 1317.55, the reverse distributor 
shall maintain records of the number of sealed inner liners or mail back envelopes#...Q! 
package~, including the: 
(1) Date of acquisition; 

~2) Number and the size (e.g., five 10-gallon liners: etc.); 

(3) IAveAtery Unique Identification number of each liner or envelope/package; 
(4) 	The method of delivery to the reverse distributor, the signature of the individuals 

delivering the liners to the reverse distributor, and the reverse distributor's employees 
who received the sealed liner; 

(5) 	The date, place and method of destruction; 
(6) Number of packages and inner liners received ; 
(7) Number of packages and inner liners destroyed; 
(8) 	The A~mser ~and signature of the two employees of the registrant that witnessed 

the destruction. 
(f) 	 For liners only. the information specif ied in subsection (e)(1 )-(8) above shall be created at 

th e time of receipt and at the tim e of destruction. 

Note: Authority cited: Section 4005, Business and Professions Code. 
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Reference: Sections 4005, Business and ProfesSions Code and Section 1301.71, 1304.21, 
1304.22, 1317.15, and 1317.55 Title 21 Code of Federal Regulations. 

Proposal to add § 1776.6 of Article 9.1 of Division 17 of Title 16 of the California Code of 
Regulations as follows: · 

1776.6 Record Keeping Requirements for Board Licensees Providing Drug Take-Back 
Services 
Each entity authorized by this article to collect unwanted prescription drugs from patients shall , 
maintain the 'ellewiR§ records requirfid by this article for three years. 
(a) '.AJhen obtaining unused mail back packages and envelopes for future distribution: 

(1) The collector pharmacy shall maintain records that identify: the date the envelope or 
package was obtained by the pharmacy, the number of packages/envelopes made 
available to the public, and the unique identification number of each package. 

(2) For unused packages and envelopes provided to a skilled nursing facility or third party 
to make available to patients and other authorized individuals: the name of the third 
party and physical address of the location receiving the unused packages, date sent, 
and the number of unused packages sent with the corresponding unique identification 
number. 

(b) For each mail back package or envelope distributed by a pharmacy, the pharmacy shall 
record the serial number of each package or envelope distributed and the date distributed. 

(c) For sealed mail back packages received by the reverse distributor: the date of receipt and 
the unique identification of the individual package or envelope, 

(d) For sealed mail back packages destroyed onsite by the reverse distributor collector: 
number of sealed mail back packages destroyed, the date and method of destruction, the 
unique identification number of each mail back package destroyed, and the names and 
signatures of the two employees of the registrant who witness the destruction. 

fe1 @l_For pharmacies ~maintaining collection receptacles, the pharmacy shall llHiiiRtaiR 
make and kee p the following records for each liner: 
(1) Date each unused liner is acquired, its unique identification number and size (e.g., ~ 

.5_gallon, 10-_gallon) . The pharmacy shall assign the unique identification number if the 
liner does not already contain one. 

(2) Date each liner is installed in a collection receptacle, the address of the location where 
each liner is installed , the unique identification m.tmlu~r and size (e.g., fi¥&=.5_gallon, 
10- gallon), the registration number of the collector pharmacy, and the names and 
signatures of the two employees that witnessed each install ation . 

(3) Date each inner liner is removed and sealed, the address of the location from which 
each inner liner is removed, the unique identification number and size (e.g., 5 gallon, 
10 gallon) of each inner liner removed, the registration number of the collector 
pharmacy, and the names and signatures of th e two employees that witnessed ~ 
~removal and sealing. 

(4) Date each sealed inn er liner is transferred to storage, the unique identification num1uu: 
and size (e.g., 5-_gallon, 10 gallon) of each inner liner stored, and the names and 
signatures of the two employees th at transferred each sealed inner liner to storage. 

(5) Date each sealed inner liner is transferred for destruction, th e address and registration 
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number of the reverse distributor or distributor to whom each sealed inner iinru._was 
transferred, the unique Identification number and the size (e.g., 5 gallon, 10 gallon) of 
each liner transferred, and the names and signatures of the two employees who 
transferred each sealed inner liner to the reverse distributor or distributor, or the 
common carrier who ·delivered it~ the company used . and any related paperwork 
(invoice . bill of ladin<;;~)aml ths si~Rah:us sf the €1FiveF . 

(b) F€H eaBh reverse €1 i stril5l~s~tsr (wh€llesaler 9F thiH~ sarty l€laistiBs @F€lVi€1er) a€1Be @tiRa seale€! 
mail 8a€11{ @a€1<a§les : the Elate €lf F€l€1€list aR€1 th€1 ~s~Ri€H>~€l i€1eRtifiGatisR €lf the iR€1ivi€1~s~al 
J,'Ja€ll(aij€l €lr §lRV€ll€lJ,3@, 

(€) 	 F€lF eaGh FeveFse €1istril5l~s~t€lr tflat will €1estF€l\' the ~ail 8aBI< sa€lka€Jes: the Rlsl~8eF €lf 
seale€l ~ail 8a€ll< @aBI<aaes €1estF€l ',·e€1, u~e €late aR€1 meU~€1€1 €lf €1estF~s~€ti€lR , tRe ~s~Ria~s~e 
i€1eRtifieatisR Rlsl~l5leF €lf eaBR ~ai l 8a€1< sael<aa€l €l€lstr€l V9€l, aR€1 th €1 Ram€ls aR€l s i aRat~s~res 

€lf the tw€l €lmS I€lvees €lf the reaistFaRt wh€l witr=~ess the €1estrls1Bti€lr=~. 
(f) 	 i!H:F€lr eaeh reverse €listril5l~s~t€lr (w19€llesaler 9F thir€l Jii)arty l€l~isti€ls fiiJF€lvi€1eF) a€lBeJii)tir=~~ 

lir=~eFs , the f€lll€lwir=~a Fe€l€lr€1s ~1s1st 151€1 mair=~tair=~s€1, with F€l€1€lr€1ir=~a tal<ir=l€1 @laee i~me€li atel )' 

lslfiil€lr=l F€l€€liJii)t €lf a liRBF: 
(1) The Elate €lf reGeiJii)t €lf eaBh lir=~er , the lslr=li€Jlsle serial Rlsl~l5ler €lf the lir=~er, the Jii)harma€y 

fr€lm whi€lh the lir=~er was reeeive€1, the meth€l€115ly whi€h th€l lir=~€lr was €leliver9€1 t€l ths 
re·1erse €listril5llslt€lr (€1.~., Jiil€lFS€lr=lal €l€lliv€lry 15ly tw€l Jii)Rarma€1)' staff, sh i!iiJ !iiJiR~ via B€lm~€lr=l 
€lEHFier 9F 8i€1< IJ8 15lv r€lVBrS€l €listriB6!t€lr). 

(2) 	F€lr €la€1R lir=~er €lestr€l;·e€115l;· the reverse €1istFil5ltJt€lr €l€llleBt€lr : the ~eth€l€1 ar=~€1 €late €lf 
€1estr~s~Gti€lr=l , liste€l By the ~s~r=~i€Jlsle i€1er=~tifiBati€lr=l r=~~s~~l5ler €lf lir=~er ar=~€1 €lther ite~s re€j~s~ire€1 

By (f)(1) , ar=~€1 the r=~a~€ls ar=~€1 si~r=~at~s~r€ls €lf th€1 h'/9 9~fiill€lyees €lf the re~istrar=~t wh€l 
witr=I9SS the Q9Strlsl€lti€lR . 

Note: Authority cited : Section 4005 , Business and Professions Code. Reference: Sections 
4005, Business and Professions Code and Section 1311,22 1J04.22. Title 21 Code of Federal 
Regulations 
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