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- State of Wisconsin
2011 - 2012 LEGISLATURE

1 | AN ACT to dmend subchapter III (title) of chapter 961 [precedes 961.31] and

2 961.335 (1); and o create 66.0437, 440.255, 450.01 (23) (n), 961.32 (2) (e) and
3 961.337 of the statﬁtes; relating to: the creation of drug disposal programs,
4 regulation of controlled substances, and the practice of pharmacy.

Analysis by the Legislative Reference Bureau
This is a preliminary draft. An analysis will be provided in a later version.

The people of the state of W'sconsm, represented in senate and assembly, do

enact as follows: o e j/
j .

s
e TR Y SN v S DRI

SECTION 1 66 0437 of the statutes is created to read

authorize a person to ope frug disposal program as provided under s. 440.255

(3.

ECTION 2. 440.255 of the statutes is created to read:

440.255 Drug disposal program. (1) In this section:

s
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SECTION 2

of, or destroy the pharmaceutical items.

(c) “Law enforcement officer” means a law enforcemment officer, as defined in s.
165.85 (2) (c), ona federal law enforcement ofﬁce;r,/as defined in s. 175.40 (7) (a) 1.

(d) “Pharmaceutical item” means a drQg, as defined in s. 450.01 (10);
prescription drug, as defined in s. 450.0;(%{device, as defined in 450.01 (6); or a

hypodermic syringe, need e, or other objgct used for injecting a drug.
Vs
/.

(e) “Political subdivision” means a city, village, town, or county.
. S
(H “Ultimate user” afs an individual who lawfully possesses a

pharmaceutical item for that individual’s own use or for the use of a member of that

individual’s household or for/administering to an animal owned by that individual

(b) The ultimate user of a pharmaceutical item transfers the item, to the

political subdivision or person operating the program in person.
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(¢) If controlled substances are accepted under the program, all of the ?@wing

, ) /

1. Delivery of the controlled substances complies with 21 USC 8/2é (g) and with
/f

icable regulations promulgated under 21 USC 822 (g). / k

2. federal drug enforcement administration grants permission for, or

approves, the\rec

(8) The governing body of a political subdivision may grant written

(a) The governing body has obtained /and reviewed written verification from a
law enforcement officer that th ope}'a/i/:ion of the program will not violate any

applicable provision of ch. 450 or 96 ¥, any applicable provision under 21 USC 801 to

870 relating to controlled substa}a'ces, ith any applicable provision under chs. 287,

¥ ,-"/ . . . )
289, and 291 and s. 299.51 };elatlng to medical waste, solid waste, or hazardous
waste, and under any othgr/ applicable federahor state law.

7 ‘

(b) The receipt of, pilarmaceutical items under the program occurs within the

boundaries of the pgli%i‘cal subdivision.

(4) (a) Not}vi{hstanding ss. 450.03 (1) (d) and 450.K (7) (g) and (h) and (9) (b),
a person may /{ransfer a pharmaceutical item to a drug djsposal program if the
program haé been authorized under sub. (2) or (3).

(b) Notwithstanding s. 450.11 (7) (g) and (h) and (9) (b), a pexson may receive

a phax‘xfxaceutical item pursuant to a drug disposal program if the recejpt is within

(5) A political subdivision or person shall discontinue operation of a\drug

disposal program if a federal agency or official, law enforcement officer, or

e RS B RES x p

i it S

scbpe of the program and the program has been authorized under sub: 2) or (3). |
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department notifies t. i n that operation of the program

ral or statw

SECTION 3. 450.01 (23) (n) of the statutes is created to read:

’450.01 (23) (n) The operation or implementation of a drug disposal program @
that has been authorized under s. 440.255 (2) or (3) or the possession deliveryy,——

Mbution, transfer, receipt, or rz‘—fu'g:)f a pharmaceutical item, as defined in s.

1 __’_7_’(:> 440.255 (1) (d), within the scope of such a drug disposal program.
8 SECTION 4. Subchapter III (title) of chapter 961 [precedes 961.31] of the
9 statutes is amended to read:
10 CHAPTER 961
11 SUBCHAPTER III
12 REGULATION OF MANUFACTURE;
13 DISTRIBUTION AND, DISPENSING,
14 AND POSSESSION OF CONTROLLED
15 SUBSTANCES
16 SEcCTION 5. 961.32 (2) (e) of the'statutes is created to read:
17 961.32 (2) (&) A person actively engaged in the direct operation or
18 implementation of a drug disposal program that has been authorized under s.
19 440.255 (2) or (3). | | |
20 SEC';‘I;)P; g 961.335 (1) of the statutes is amended to read:
21 961,3“3‘5 (1) Upon application the controlled substances board may issue a
22 permit auth;)riz‘iﬁg\éi“””p“ersogmto manufacture, obtain, possess; use, administer or
23 dispense a controlled substance f\o}\pﬁrp es of scientific research, instructional
24 activities, chemical analysis or other spejmolg\ ;estriction because of
25 enumeration. No person shall engage in any such activity Wi:l;\dﬁt a permit issued
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1 underfhls section, except that 1 mit is réquired for a person actively e '-.-'-.
= ]
in the direct operatien or implementation of a drug disposal program hahn

Ng av o oelise w e Tre

/ e
department, gesearc

or similar admnn rgflve orgamzatloxial unit and

st nts laboratory technicians, research spec1ahsts\(?1‘eh\mlca1 ana’{ysts under his

or? ot superv151on may be permitted possession and use of controlled substances for

e i

" these purposes without obtaining an individual permit.

i st e

B st h

SECTION 7 961.337 of the statutes is created to read

oot e

¥/<§

/

7 Drug disposal programs. Nothing in thi§ chapter, or rules

11 promulgated under this chapter, prohibits any e following:

12 1 The direct operati i entation of a drug disposal program that has ?

13 been authorized under s.

under s. 440.255 (2) or (3) and that accepts the prescription controlled substance or /

18 controlled substance analog. =~ i

= T (END) |
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FROM THE , MPG/CMH........
LEGISLATIVE REFERENCE BUREAU

1 INSERT 1-4
SECTION 1. 66.0437 of the statutes is created to read:
66.0437 Drug disposal programs. (1) In this section, “political subdivision”
has the kmeaning given in s. 440.255 (1) (e).

(2) A political subdivision may operate or authorize a person to operate on its

2
3
4
5
@ behalf a drug disposal program as provided under S. 440.255

«+NOTE: The authority to operate a program includes the authority to establish
the program. Therefore, I have not included the language “establish and operate.”

7 SECTION 2. 440.25/\5 of the statutes is created to read:
8 440.255 Drug disposal program. (1) DEeFINITIONS. In this section:
9 (a) “Controlled substance” has the meaning given in s. 961.01 t(/4).
10 (b) "‘Controlled substance analog” has the meaning given in s. 961.01 (4m).

»++NOTE: Idid not include a definition of “disposer” because that term is not used
anywhere in the draft. Instead, where appropriate, the draft refers to a person who
lawfully possesses a pharmaceutical item and transfers the item to another person. Is

this change okay? P s ¢ a0 Ywe wore undes # ?’h-’.‘a>-(n77$«. (&>,

7o) puak e vse N ool :
11 (¢) “Drug disposal program” means a program to receive pharmaceutical items
12 and to recycle, destroy, or otherwise dispose of those items.
13 (d) “Pharmaceutical item” means a drug, as defined in s. 450.01 (10); a
14 prescription drug, as defined in s. 450.01 (2\6); a device, as defined in 450.01 (SV)/; or
15 a hypodermic syringe, needle, or other object used for administering a drug.
16 (e) “Political subdivision” means a city, village, town, or county.

17 (2) DEPARTMENT AUTHORIZATION TO OPERATE A DRUG DISPOSAL PROGRAM. (a) No
’K@u@ disposal pr«@pfnay receive pharmaceutical items{unless the department

C@ grants written authorization for

program under this subsection.

'i_mﬁi“l*m?\f j-ib C;:;vv,vaﬂ¥ Yo o bﬁ(ﬁ &;'5;’706»4\? ?47«&30
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(b) The department may, without a hearing, grant written authorization to a
person, including a political subdivision, to operate a dmg disposal program if all of
the following conditions are sétisﬁed:

1. The person adopts then policies and procedurés that comply with sub. (4).
The department shall review and eifher approve or disapprove in writing those
policies and procedures. The department may disapprove the policies and
procedures if the department determines that the policies and procedures do not
meet the requirements of this section or any other applicable federal or state law.
If the department disapproves the policies and procedtires, the department shall
state the reasons for that disapproval in miting to the person. At any time, the
person may resubmit revised policies and procedures fo r the department’s review
and approvél under this subdivision.

2. If the drug disposal program will receive pharmaceutical items in any

manner other than the @'rect physicaz)transfer of those pharmaceutical items in

person to the programy, the person demonstragfgatisfaction ofthe department
.vf‘

. O )1 7(
that those transfers will comply with/federal @ndjstate law, applicable’to the

< A C
of pharmaceutical items. ey o Pt Yoo dm o LA

(c) Any changes to policies and proced/ures already approved by the
under par. (b) 1,/ar/e su/bﬁct t(\)/a@val" by the depaénent in li/:he

rovided under par (b) 1. . S
S P s susety MP T~ 17)
(d) The department may revoke an authorization granted under par. (b) if the

department determines that the drug disposal program or the person operating the
drug dispbsal program is not in compliance with any provision of this section or other

applicable federal or state law. L e

L'\,Y Fhe Vitiwart veey of bY & peiSin avihel 2ed wnde”

>~ o 7 ™~ ) .
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1 (e) Any determination or action by the department under par. (b), (c), or (d) is

not subject to judicial review.

(3) AUTHORIZATION BY A POLJTICAL SUBDIVISION TO OPERATE A DRUG DISPOSAL

authorization for the operation of a drug disposal program on behalf of the political

subdivision if all of the following apply: Y

2
3
4 PROGRAM. @ The governing body of a political subdivision may grant written
5
6
7 1.) The department authorizes the drug disposal program under sub. (2). -

~+«+NOTE: While not included in the revised drafting instructions, I included this
requirement because the revised drafting instructions require an authorization granted
by the Department of Safety and Professional Services (DSPS) before a political
subdivision may itself operate a drug disposal program. That requirement implies that
a political subdivision should only be able to authorize another person to operate a drug
disposal program on behalf of the political subdivision if that program is itself authorized
by DSPS. Otherwise, the draft would create a situation in which a political subdivision
may only operate a drug disposal program if the program is authorized by DSPS but may
“authorize another person to operate a drug disposal program for the political subdivision

the boundaries of the political subdivision. However, this restriction does not apply to a
program operated by the political subdivision itself or to a program operated by any other
person that DSPS authorizes who does not operate a program on behalf of a political
subdivision. Is that consistent with your intent?

«++NOTE: Also, is it your intent to exempt a drug disposal program operated by the
law enforcement agency of a political subdivision from the requirement of DSPS
authorization or any other provisions in the draft regarding the operation of drug disposal

programs? : Peison Prar opede e O
@ (4) OPERATION OF A DRUG DISPOSAL PROGRAM. (a) éﬁug disposal program shall

| Sovpdect 3¢ Sup. (25BN B
@7 establish anc’lxrompﬂy update as appropriate written policies and procedures that

T without authorization from DSPS. Please let me know if this change is inconsistent with
N your intent? :
/ . : . _
8 The political subdivision ensures that the requirements under sub. (4) are
: | | ~ weanS, ¥
9 satisfied. oy &Vl
@ ) ’\{D The drug disposal program receives pharmaceutical items ox@in person
e . - y
Y
11 | within the boundaries of the political subdivision.
| v
«+++NOTE: Based on the revised drafting instructions, the intent appears to be to
, restrict a drug disposal program authorized by a political subdivision that operates on
- behalfof the political subdivision to receiving pharmaceutical items only in person within

—
(b; oM VIFrvanTt vsed ol \9\/ & th&on oy )\a«{'ﬁieed unded
C Gy 227 /A owviId enYY , e N

14 do all of the following:
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MPG/CMH.......
1 1. Describe with spéciﬁcity the manner in which the program operates,
2 including an identification of the kinds of pharmaceutical items that may be received
3 under the program, including controlled substances and -controlled substance
4 analogs, whether pharmaceutical items will be transferred by mail under the
5 program, and the locations at which pharmaceutical items may be transferred in
6 person undef the progrém.
7 2. List the name, address, téleﬁhone number, and 24-hour contact information
8 for one or more persons in this state who are responsible for the operation of the

9 | program. -

a v )
10 3. Ensure compliance with chs. 450 and 961; with any applicable provision
: i v J : g . :
11 under chs. 287, 289, and 291 and s. 299.51 relating to medical waste, solid waste, or

@ hazardous waste; and with any other applicable federal or state law > e
13 4. If controlled substances or controlled substance analogs may be received

under the prol am, ensure compliance with any applicable provision under 21 USC
-% b/

14

@ 801 to @:elating to controlled substances or controlled substance analogs, ensure
16 that delivery of any controlled substances complies with 21 USC 822 (g) and its
17 implementing regulations, and ensure that any required permissions have been

18 obtained from the federal drug enforcement adx’n;igstration.

@ , (b) ﬁn\tzhimse of a political subdivisio@éhe policies and procedures for a

proposed drug disposal program authorized under sub. and any changes to

21 those policies and procedures must be reviewed and approved in Writing by legal

22 counsel for the political subdivision. The political subdivision shall provide a copy
23 of that approval to the department. ' S“\f r :

_ (c) jA, drug disposal program shall j/mmediately ceasgf}/ if a law

25 enforcement officer, as defined in s. 165.85 (2) (¢), federal law enforcement officer, as

Tt &fﬂmh‘bn R
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review. The operation of the program may be resumed only upon the progra s

receipt of written notice from the agendy or pfficial)that the program is no longg - in

. ([“C%L{)«/

violation of the federal or state law.

\M(a) Notwithstanding ss. 450.03 (1) and 450.11 (7) (g) and/(9) (b), a

person that lawfully possesses a pharmaceutical item may tpansfer( the

pharmaceutical item to a drug disposal program if the program has been authorized
under sub. (2) or (3). [ 5 &8 X S wet & thielde
NS> e P
(b) Notwithstanding s. 450.11 (7) (g) and (h) and (9) (b), a person may receivey’

a pharmaceutical item pursuant to a drug disposal program if the receipt is within
the scope of the program and the program has been authorized under sub. (2) or (3)
ox}\if the receipt is not within the scope of the program, the receipt is inadvertent and

4 _ ,

the program promptly notifies an appropriate law enforcement officer of the receipt

and complies with any instructions the law enforcement officer provides.

END INSERT 1-4 ;& and 14+ 1S et q tYome [T
' 2 0cSSess,
INSERT 4-7 A NA LR, P A

SECTION 3. 450.01 (23) (o) of the statutes is created to read:

P

450.01 (238) (0) The possession or delivery of a controlled substance or a
v

v’
controlled substance analog, as defined in s. 961.01 (4m), within the scope of a

written authorization under s. 961.337((2) (c).
END INSERT 4-7 (2m)

INSERT 5-8

SECTION 4. 961.337 of the statutes is created to read:
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MPG/CMH........
CL\ 8801\ ?,oog Sla‘fs

A
1 961.337 Drug disposal programs and authoriz is
(}
2 (a) “Guardian” means the person named by the court under)ch. 48 or 54

+++*NOTE: The proposed definition of “ward” in the revised drafting instructions
references the “appointment” of a guardian. Therefore, I have used a definition for
“guardian” that references appointment under the appropriate statutes. If you still wish
to incorporate the broader “fiduciary” language, we should broaden the definition of
“ward” accordingly. Please let me know how you would like to proceed.

(b) “Personal representative” means an executor, administrator, or special
administrator of a decedent’s estate, a person legally authorized to perform
substantially the same functions, or a successor to any of those persons.

(c) “Trustee” means a person thaf holds in trust title to or powér over property.

“Trustee” includes an original, added, or successor trustee.

O 00 =N & Ot

(d) “Ward” means an ultimate user for whom a guardian has been appointed.
10 (2) Nothing in this chapter, or rules promulgated under this chapter, prohibits
11 any of the following:

12 (a) The direct operation or 1mplementat10n ofadrug dlsposal program that has

been authonzed under s. 440.255 (2) or (8).

b) The o transfer by the ultimate user or a person authorized under fa
5 of a ontrolled substance or controlled substance analog to a drug
disposal program that has been authorized under s. 440.255 (2) or (3) and that

@ accepts the@ﬁ?ontrolled substance or controlled substance analog.
o Subjech be sub. (204

18 (c) 'Phe possession of a controlled substance or controlled substance analog

19 under a written authorizatiox@sp\wrof that controlled substance or contro]led‘ﬁ

20

substance anolo;only as follows ( M& Su \b ( 2@

guardian may grant written authorization to an adult who is related to the

21

22 guardian’s ward by blood, marriage, or adoption within the 3rd degree of kinship as
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1 computed under s. 990.001 (16), or to a domestic partner of the ward under ch. 770,
2 for the disposal of a controlled substance or controlled substance analog that belongs

3 to the ward.

an adult beneficiary, as defined in s. 701.20 (2) (b), of the estate or trust for the

- «+=«NOTE: “Adult” is defined in s. 990.01 (3).

@ A personal representative or a trustee may grant written authorization to

disposal of a controlled substance or controlled substance analog that belongs to the

& Cowvr e+@

Yadult may grant written authorization to that

a9 o ol

estate or trust.

":t: >—13.) An ultimate user who is
9 ultimate user’s domestic partner under ch. 770 or to another adult who is related to

10 that ultimate user by blood, marriage, or adoption within the 3rd degree of kinship

11 as computed under s. 990.001 (16), for the disposal of a controlled substance or
12’ gontrolled substance analog that belongé to that ultimate user. B ( ZMS

% (3) A written authorization under sub. @,is—:;l;;only to the extent
14 | permitted under federal law and only if all of the following conditions are satisfied:
15 (a) The authorization describes with reasonable specificity each controlled
16 substance or controlled substance analog that ié to be disposed of.

17 (b) The authorization is in the physical possession of the person authorized to
18 dispose of the controlled substance or controlled substance analog and each
19 controlled substance or controlled substance analog described in the authorization

20 is, within 24 hours after the authorization is signed by the person granting the
21 authorization, transferred to a drug disposal program under s. 440.255 or otherwise
22 lawfully disposed of.

s+ NOTE: Iincluded the 24-hour requirement for the sake of clarity. The “signed
and dated” language in the revised drafting instructions could create ambiguity.
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(¢) The authorization and each controlled substance or controlled substance

analog to be disposed of were obtained without consideration.

1
;2

’ 3 SecTION 5. Effective date.
4
5

(1) This act takes effect on the first day of the 4th month beginning after

publication.

«»+«NOTE: The draft includes a 90-day delayed effective date to give some time for
existing drug disposal programs to comply with the draft’s requirements. Is that
consistent with your intent? Please let me know if, instead, you want to “grandfather-in”
current drug disposal programs by exempting those programs from specific requirements
in the draft.

h Cﬁaﬁ-g?‘ W7\ ¥-2
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LEGISLATIVE REFERENCE BUREAU

X

Insert 5-8 pink

SECTION 1. 961.335 (1) of the statutes is renumbered 961.335 (1) (a){intro.)}and

amended to read:
961.335 (1) (a) ((intro.) Upon application the controlled substancés board may

issue a permit authorizing a person to manufacture, obtain, possess, use, administer,
or dispense a controlled substance for purposes of scientific research, instructional
~ activities, chemical analysis, or other special uses, without restriction because of

enumeration. Ne

~ (b) Except as prg_w_'gle in par. (c), no person shall may engage in any sueh activity

© m =~ o m@w@»—a

10 described g_ndgr par. ggz without a permit issued under this section;-e .
11 an individual
. i @
12 may-be who is designated and authorized to receive %he/ p’érmit[for,a college or -
| : T wndi Yo v Foi

13 university department, research unit, or similar administrative organizational unit,

14 and students, laboratory technicians, resedrch Specialists, or chemical analysts
Qianf\ .

15 under his or her supervisio :-:. o permitted-possession-and-use—-¢ -=e.-

) 44 wn R /,,iﬂg-/‘

1 W@ 5 :-,:- \ .-:.. ::.:.--"@-s. nduall/Bermid

6 .. —fyitheut) & RO
17 déSigmated dnd-autha Dewd undin thin 4edon ] poSsss

. aﬂndw/acanhoiw%

History: 1971 c. 219; 1975 c. 110, 199; 1977 c. 26; 1995 a. 448 s. 2f07 Stsis RO sglS61 Vhe purpoecs ariged m
961.335 (1) (c) Vbrttaetug 1 and 2. of the statﬁtés are created to read: M

961.335 (1) (¢) T" wing /se( dO)Q/ y/a pe?xft to/ehggge in an /
C(;(;ﬁ?ty dps{r;bed/(;lder 1{) / i’ﬁ‘l@

18

D

20
21 w1, Aperson who is actively engaged in the direct operation or 1mplementation W
22 of a drug disposal prbgram that is authorized under s. 440.255 (2) or (3) for the
23 purposes of operating and implementing the drug disposal program. |
o it T

mw/ o F,L/ﬁ‘"’
mas s
ey LT glotain e plraess & o dle
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| A
2. Wlth regard to possession of a controlled substance a person who is

authorized under s. 961.337 to dispose of %)ntrolled substance/for the

purpose of disposing of the controlled substance.

N
ot )
P@tﬁw "
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2011-2012 DRAFTING INSERT - LRB-0330/P2mpgin
FROM THE MPG
LEGISLATIVE REFERENCE BUREAU

NOTE: THIS IS AN INSERT TO THE INSERT LABELED -0330/P2ins.

INSERT MPG 1-16 | |

® “Ultimate user” means an individual who lawfully possesses a
pharmaceutical item for that individual’s own use or for the use of a member of that
individual’s household or for administering to an animal owned by that individual

or by a member of that individual’s household.

++++*NOTE: Although the definition and use of the term “ultimate user” was omitted
from the revised drafting instructions, I retained the definition in order to clarify the
intent for an “in-person” delivery of a pharmaceutical item to a drug disposal program
(see s. 440.255 (2) (b) 2. and (3) (¢) in the draft). Use of the term “disposer” as defined in
the revised drafting instructions would not provide the same clarity with respect to
in-person delivery because that term could apply to a postal carrier, for example, and the
apparent intent under the revised drafting instructions is to exclude delivery by a postal
carrier from in-person delivery for purposes of the draft. Are these changes consistent
with the intent?

END INSERT MPG 1-16

INSERT MPG 2-17

(¢) A person may not revise policies and procedures approved by the
department under par. (b) 1. unless the department approves the revisions under
par. (b) 1. |

END INSERT MPG 2-17 J

INSERT MPG 3-11

+++NOTE: With respect to the in-person delivery of pharmaceuticgl items, is the
restriction to ultimate users and persons authorized under s. 961.337 (
consistent with your intent? Should the limitation only apply to controlled substances
and controlled substance analogs as opposed to all pharmaceutical items of any kind?

END INSERT MPG 3-11
INSERT MPG 8-2

*+++NOTE: Under the revised drafting instructions, the authorizations apply to any
“nontransferable pharmaceutical item,” which the instructions define as “a
pharmaceutical item that cannot lawfully be transferred to the possession of another

person, other than to dispose of theitem, under the laws of this state.” The authorizations
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themselves determine at least in part to whom and how such items may be transferred.
It seems to make sense to apply the authorizations to the transfer of controlled substances
_for the purpose of disposal. Isthat consistent with the intent? Please let me know if you
want to limit the authorizations to only certain controlled substances. '

=«+NOTE: Also, in light of the application of the authorizations to the disposal of
controlled substances, the provisions in the revised drafting instructions regarding
disposal authorizations seem to fit more logically in chapter 961, which regulates the
possession and delivery of controlled substances. Are these changes consistent with the
intent? , :

END INSERT MPG 8-2
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CORRESPONDENCE/MEMORANDUM DEPARTMENT OF JUSTICE

Date:

To:

From:

June 15, 2012

Cathlene M. Hanaman
Deputy Chief
Legislative Reference Bureau

Michael P. Gallagher
Legislative Attorney
Legislative Reference Bureau

Kevin C. Potter QL\(/Q

Administrator
Legal Services Division
Department of Justice

Subject: Comments on 2011-2012 LRB-0330/P/2--January 9, 2012 Third

Preliminary Draft of Drug Disposal Statutory Revisions

This memorandum comments upon and responds to the questions contained in the third
preliminary draft of proposed legislation to facilitate the lawful operation of community drug
disposal programs under both state and federal law.

Please revise the draft along the following lines:
General Instructions:

First: Provide that a political subdivision (1) is authorized to establish its own drug -
disposal program, (2) may authorize a person or entity to operate a drug disposal program on
behalf of the political subdivision, and (3) may authorize a person or entity to operate a drug
disposal program within the boundaries of the political subdivision. In all three circumstances,

(a) the written procedures of the drug disposal program must be reviewed by legal counsel for ‘/
the political subdivision; (b) the program must require in-person delivery; and (c) the political
subdivision must provide the Department of Safety and Professional Services (“DSPS”) with a

copy of the approval and a copy of the procedures that were approved. Provide that the political
subdivision’s legal counsel must approve changes to program procedures and must provide a

copy of the approval and the changes that were approved to DSPS.

Second: Add a provision stating that a political subdivision whose legal counsel is not an
employee of the political subdivision may request a DSPS attorney to approve the program’s \/
written procedures or changes to those procedures.



Cathlene M. Hanaman
- Michael P. Gallagher
Page 2

Third: Provide that DSPS may approve a drug disposal program that operates within the
boundaries of more than one political subdivision if the program so requests. A
multi-jurisdictional program should have the option to seek local approval(s), approval from
DSPS, or some combination of the two.

Fourth: Provide that any program that will receive pharmaceutical items other than by
in-person transfer must be approved by DSPS and cannot be approved by a political subdivision.

Fifth: Provide that a program that is authorized by an officer or agency of the federal
government may, but is not required to, obtain approval from DSPS or a political subdivision for
any period that the federal authorization is in effect.

Sixth: Grant DSPS explicit authority to order a state or locally approved drug disposal
program to cease operating and to permit the program to resume operating.

Seventh: Ensure that state law criminal prohibitions upon possession, distribution, and
delivery do not apply to (1) persons operating either state or locally authorized drug disposal
programs or federally authorized drug disposal programs; or (2) lawful participants in those
programs. We have identified at least the following state law criminal statutes for which
exemptions may need to be created or retained in the draft: Wisconsin Stat. §§ 450.01(5)
(definition of “deliver” or “delivery”); 450.01(7) (definition of “distribute™); 450.01(23)
(definition of “wholesale distribution™); 450.071(1) (prohibiting wholesale distribution without a
license); 450.074(3)(@) (prohibiting sale or tramsfer of prescription drugs that are unfit for
distribution); 450.074(3)(k) (prohibiting adulteration of prescription drugs); 450.074(3)(k)
(prohibiting receipt of prescription drugs that are unfit for distribution); 450.1 1(7)(g) (prohibiting
possession of prescription drugs with intent to manufacture or deliver); 450.11(7)(h) (prohibiting
possession of prescription drugs); 450.11(9)(b) (making delivery or possession of prescziption
drugs with intent to deliver or manufacture a Class H felony); 961.41 (prohibiting distribution or
. delivery of controlled substances or controlled substance analogs); and 961.41(1m) (prohibiting
possession with intent to manufacture, distribute; or deliver controlled substances or controlled
substance analogs).

Specific Instructions, Comments, and Responses to Notes.

" Section 1: Please revise this section in accordance with the first general instruction. The
note on page two is acceptable.

Section 2: This section should be revised in accordance with the gereral instructions. |

In response to the notes on page two, the deletion of the term “disposer” and the insertion
of the term “ultimate user” are both acceptable.

v

v/
(v

4
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The first note on page four is incorrect. DSPS approval should not be required if the
approval of a political subdivision has been obtained. The subsection immediately preceding
that note should therefore be deleted.

The second note on page four is correct insofar as it indicates that a drug disposal
program authorized by a political subdivision may only accept in-person delivery. The political
subdivision should not be prohibited from approving a program that accepts other than in-person
delivery if other delivery methods have been federally authorized. The remainder of the note is
addressed in the general instructions.

The third note on page four is correct insofar as it states that programs approved by
political subdivisions are limited to in-person delivery of pharmaceutical items. The political
subdivision should not be prohibited from approving a program that accepts other than in-person
delivery if other delivery methods have been federally authorized. With respect to the written
authorization limitation, please see the comments to Section 9.

In response to the note at the top of page five, drug disposal programs operated by law
enforcement agencies of political subdivisions should not be exempted from the provisions of the
draft, unless the programs are federally authorized. DSPS approval should not be required for
such programs if the program procedures have been approved by legal counsel for the political
subdivision.

On pages five and six, the introductory clause at the beginning of subsection 450.255( T w
should include an exception for federally authorized programs. That exception should not apply\_~

to subsection 450.255(4)(c) on page six.

On page six, the possession and transfer exemptions in subsection 450.255(5)(a) should
also apply to federally authorized programs.  The introductory portion of
subsection 450.255(5)(b) should apply to possession and receipt by federally authorized

programs. .

Section 3: The exemption from distribution in subsection 450.01(23)(n) should also
apply to federally authorized programs. :

Section 4: Change subsection 450.01(23)(0) to make it applicable to prescription drugs,
other than controlled substances and controlled substance analogs. Please see our response to
Section 9.

Section 5: No suggestions or comments.
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Section 6: The exemption in subsection 961.32(2)(e) should also extend to persons /
engaged in the operation of federally authorized programs. /

Section 7: No suggestions or comments. y

Section 8: The “obtain” and “possess” exemptions in subsection 961.335(1)(c)1. shouiy
extend to persons engaged in the operation of federally authorized programs.

In subsection 961.335(1)(c)2. substitute “federal law” for “s. 961.337(2m).”

Section 9: Retain what are now subsections 961.337(2) (intro.), (2)(a), and (2)(b) in
chapter 961. :

Extend what is now subsection 961.337(2)(a) to include federally authorized programs.

Extend what is now subsection 961.337(2)(b) to include federally authorized. progrérﬁs.
In that subsection, substitute “to do so under federal law” for “under sub. (2m).”

Move what are now subsections 961.337(1), (2)(c), (2m), and (3) to chapter 450 and
make them applicable to prescription drugs, other than controlled substances and controlled
substance analogs.

In the chapter 450 provision, change “authorization” to “permission” in what is now
subsection 961.337(2m)(a). Make the permission provisions in chapter 450 applicable to
prescription drugs, other than controlled substances and controlled substance analogs. In
chapter 450, include a provision imposing a criminal penalty for fraudulent written permissions.

In response to the note on page eight, the definition of “guardian” should be extended to
any person who is a legal guardian by operation of law, regardless of whether the appointment
was made pursuant to a Wisconsin statute.

In the chapter 450 provision, substitute “prescription drugs” for “each controlled
substance or controlled substance analog” in what is now subsection 961.337(3)(a). Provide that
the chapter 450 written permission must describe “prescription drugs” (not “each prescription
drug”) with reasonable specificity. ,

In the chapter 450 provision, substitute “prescription drugs” for “each controlled
substance or controlled substance analog” and for “controlled substance or controlled substance
analog” in what is now subsection 961.337(3)(b). Change the “24 hours” requirement in that
subsection to “five business days.” ‘
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In the chapter 450 provision, substitute “prescription drugs” for “each controlled
substance or controlled substance analog” and for “controlled substance or controlled substance
analog” in what is now subsection 961.337(3)(c).

Section 10: The note in subsection 10 is correct. There should be no grandfather clause,
but federally authorized programs are not required to comply with the requirements in the draft. p¢
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