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AN ACT to amncz:}wz) (a) 17. and 450.02 (2); and fo create 20.435 (4) (j),
49.45 (53), 49.688 and 450.02 (2) (b) of the statutes; relating to: requiring

pharmacies and pharmacists, as a condition of medical assistance
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participation, to charge persons for prescription drugs no more than specific

amounts; specifyirig requirements for rebate agreements between the
department of health and family services and drug manufacturers or labelers;
expanding prior authorization requirements under medical assi‘stan.ce;
requiring the exercise of rule-making authority; making ?appropriatioﬁ, and

providing penalties.

Analysis by the Legislative Reference Bureau

Under current law, pharmacies and pharmacists that are certified providers of
medical assistance (MA) services are reimbursed, at a rate established by the
department of health and family services (DHF'S), for providing certain prescription
drugs to MA recipients. Under the MA program, numerous prescription drugs are
subject to prior authorization and must be authorized by DHFS prior to being
dispensed to MA recipients. | ‘ Moo 1, 20037

This bill provides that, beginning persons who have applied for

and have been found by DHFS to be eligible for prescrlptlon %u%
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eligible person may) obtain prescription drugs by paylng th1s rate plus the
dispensing fee, minus the amount of any rebate amount received by DHFS under
rebate agreements with drug manufacturers and repackagers of the drugs (labelers).
In determining the amounts discounted by the rebate, DHFS must consider an "
Wm, as weighted by the sales of prescription drugs
subject to the rebates over the most recent 12-month period for which the
information is available. The pharmacy or pharmacist who sells the drug at these
reduced prices receives reimbursement for the rebate amount from DHFS. Persons
who are eligible to obtaln prescrlptlon drugs for these reduced charges are state
residents who ame sipshet b.doferat dSe-BadgetC "

%‘;’\ ave not had)insurance coverage for outpatlent prescr1pt10n drugs for at least 30

M1or to applying for the prograry\[ INSEBRR A2 | v Mew

nder the bill, DHFS or an entity with which DHFS contracts may enter w1t
s drug manufacturers or labelers into rebate agreements that take into consideration
. federal medicaid rebate agreements, the average wholesale price of prescription
drugs, and any other available information on prescription drug prices and price
discounts.) Under the rebate agreement the manufacturer or labeler must make
payments {o e g pr-eeeTe germ
manufacturer’s or labeler S drugs that are prescrlbed and purchased under the
program. DHFS must collect from pharmacies and pharmacists utilization data
necessary to calculate the amounts to be rebated; patient—identifiable data that is
collected must be treated by DHFS as a patient health care record for purposes of
confidentiality. The amounts of the rebate payments must be paid to the state and,
in turn, paid by DHFS to pharmacies or pharmacists that have reduced charges for
prescription drugs for the eligible persons. If a manufacturer or labeler elects not to
enter into a rebate agreement, DHFS must determine, under procedures that are
required to be established by rule, whether to subject the manufacturer’s or labeler’s
\/ drugs to prior authorization requirements under MA. DHFS may disseminate to the
public information that specifies the names of manufacturers or labelers that elect
not to enter into rébate agreementsg In addition, DHFS must disseminate to health
professionals information about the relative cost of prescription drugs of
manufacturers or labelers that enter into rebate agreements in comparison with the

cost of prescription drugs of manufacturers or labelers that do not enter into rebate o
agreements. Discrepancies in amounts claimed by pharmac1es and amounts rebated( _y, \ . acids
by a manufacturer or labeler or in information prov1ded by DHFS to the ¥ ‘

manufacturer or labeler regarding the rebate may be reviewed by independent
auditors. If the discrepancy continues following the audit, additional amounts due
must be paid, or DHFS must refund excess payment made, as appropriate. For
further controversies, one of the parties may request an administrative hearing.
DHFS must request from the secretary of the federal department of health and
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human services a waiver of any federal medicaid laws necessary to implement the
bill’s prior authorization requirements under MA. (/

Under the bill, DHFS must monitor compliance by pharmacies and
pharmacists with the requirement to charge eligible persons for the specified
prescription drugs at the reduced amounts and annually report to the legislature
concerning the compliance. DHFS also must promulgate rules that establish
prohibitions against fraud that are substantially similar to MA fraud provisions; the
bill specifies penalties applicable to violations of these prohibitions.

The bill requires that DHFS promulgate as rules procedures for determining
whether to subject drugs produced by a manufacturer or repackaged by a labeler to
prior authorization requirements under MA. In addition, the pharmacy examining
board must promulgate rules requiring disclosure by a pharmacist to a drug
purchaser who is a participant under the program of the amount of the discount on
the retail price of the drug that is provided to the participant under the program.

For further information see the state fiscal estimate, which will be printed as /
an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

57

@ SECTION 1. 20/435 (4) €8 of the statutes is created to read:

@ 20.435 (4)‘@ Prescription drug assistance; manufacturer and labeler rebates.

' 5 (7) for prescription drug assistance s1f#{Bbuseq sT7uzagnze
@ Wit ZAFGR0
2Ly 7 SECTION 2. 49.45 (53) of the statutes is created to read:
8 49.45 (53) PRIOR AUTHORIZATION FOR LEGEND DRUGS. (a) In this subsection:
9 1. “Labeler” means a person that receives prescription drugs from a
10 manufacturer or wholesaler, repackages the prescription drugs for later retail sale,
11 and has a labeler code issued by the federal food and drug administration under 21

12 CFR 207.20 (b).
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2.. “Manufacturer” means a manufacturer of prescription drugs and includes

a subsidiary or affiliate of the manufacturer. /

3. “Prescription drug” means a prescription drug, as defined in s. 450.01 (20),

1
2
3 .
_ . . ¥
4 that is included in the drugs specified under s. 49.46 (2) (b) 6. h.
@ (b) The department shall promulgate as rules procedures for/determining,
G659 (L)) and

@ under s. 486834P)/(c), whether to subject a8 préscription drugs produced by a

7 manufacturer or repackaged by a labeler to prior authorization requirements under
8
9

medical assistance. The rules shall include all of the following:

1. Authorization to subject a prescription drug to prior authorization

10 requirements only if considerations relating to safety, efficacy, and disease
11 management are not compromised by denial of the prior authorization or
12 substitution of the drug with an equivalent.
13 2. A definition of “equivalent” that includes a specific list of alternate

T Fhex coudd e 3 tﬂtﬁ.am\%@\ﬂ“(& s%a@**a &
@ prescription drugs forthespurposesofsulaegll ' pvien dilibndim doti re IVRYIIeY: F Y

| 2 DA e prE

@ 3. Authorization for g ertyse/up o one month’s dosage of a |

16 prescription drug that is otherwise subject to prior au,horization requirements, if
Precesthant o deul
@ the physician(as srts that the equivalenit is ungéceptable or not immediately -

18 available and provides evidence that the presefiption drug is medically necessary
) Lo e v plrormracied Lo e
19 under medical assistance standards. M %ﬂ 7

4, Standards for review by the department of requeéts by physidiens [for
rermbutsoment Lov

prescription drugs that are subject to prior authorization requirements.

5. Procedures, including heagingcs, for appeals of denials of requests by
Y Q'MM\JH AN LA, 4_4" .

M’i‘ki&m’\ or Z§rescr1ption drugs that are subject to prior authorization

CRACIC

24 requirements.
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Hrod Lo
6. Coverage under medical assistancefiof a prescription drug subject to pr10r

authorization during the pendency of an appeal of a denial of a request b¥ZadiFritizn

et bustanend”
tmm%mm QL Wﬁ\r__)

SECTION 3. 48:6880f the statutes is created to read:

49-688 Prescrlptlon drug assistance. (1) In this section:
(a) “Labeler” means a person that receives prescription drugs from a
manufacturer or Wholesaler, repackages the drugs for later retail sale, and has a
labeler code issued by the federal food and drug administration under 21 CFR 207.20
(b). —
(b) “Manufacturer” means a manufacturer of prescription drugs and includes
a subsidiary or affiliate of the manufacturer. . ; | -
(¢) “Poverty line” means the nonfarm federal poverty line for the continental
United States, as defined by the federal department of labor under 42 USC 9902 (2).
(d) “Prescription drug” means a prescription drug, as defined in s. 450.01 l(gO),
that is included in the drugs specified under s. 49.46 (2) (b) 6. h v > '

(e) “Prescription order” has the meaning given in s. 450.01 (21).

SIS kG Lrosc 5o\
to purchase a i t1on dru at the amounts specified in sub. (5 /ga), 2 person
ot X . % A\-A

may apply to the department on a form provided by the department, for a

determination of eligibility and issuance of a prescription drug card for purchase of

prescription drugs under this section.
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purchasing prescription drugs, as specified in sub. (4).

- (May |, 2002>
4) Beginning‘WW%s a condition of participation by a pharmacy or

pharmacist in the program under ss. 49.45, 49.46, or 49.47, the pharmacy or

pharmacist may not charge a person who presents a valid prescription order and a

v .
card indicating that he or she meets eligibility requirements under sub (2) an

amount for a prescrlptlon drug under the order that exceeds the amounts specified

Bl 31,2003 m, 3@@

in sub (5) (a)

(5) (a) The amounts that a

P
specified in sub. (/\) in a 12—-month

pharmacy or pharmacis§ may charge a person

beriod for a prescription drug are the follow1nV\
and before G#sher-12260%; the average wholesale} w-Wi /

whichever is less, plus a dispensing fee that is specified by the department but is not

v/

less than the dispensing fee paid under the r medical assistance program.

18
19
20
21
D)
23
24

25

fee specified in subd. 1., minus the amount of any rebate payment made dby a
manufacturer or labeler that is applicable to the prescriptien drug, as determined by
the department. In determining the amount by which a prescription drug shall be
discounted under this subd1v151on the department shall consider an average of all

Godon i ossam
rebate payments madey as weighted by the sales of prescription drugs subject to the

rebates over the most recent 12-month period for which the information is available.
(b) The department shall calculate and transmit to pharmacies and

pharmacists that are certified providers of medical assistance amounts that may be
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[(0sent 7-8 )

used in calculating charges under par. (a). The department shall periodically update
this information and transmit the updated amounts to pharmacies and pharmacists.

(6) (a) The department or an entity with whick the department contracts may
enter into a rebate agreement that takes into considgration the rebate agréement
specified under 42 USC 1396r-8, the average wholesalg price of prescription drugs,
and any other available information on prescription drug prices and pfice discounts

with a manufacturer that sells prescription drugs in this state or witha labeler that

P ,
repackages prescription drugs for sale in this state?A Pi#e {rebate agreement, if
LA BIA Hale ponn v

o pons ey ) B aheler)cuse hic>
negotiated, shall require that the mapufacturer/makevebate payments for each

1
2
3
4
5
6
7
8
®
@ prescription drug of the manufacturer/that is purchased by persons who are eligible
11
&
13

v’
under sub. (2), to the state treasurer to be credited to the appropriation under s.

20.435 (4) &), egch calendar quarter or according to a schedule established by the
v \\ :
(’Q) v bL 2o 5L G0 4 <~9~_—bv\% ]53 4
department. 8 (3) (W) 1o Yo "T F“ /7 :

14 (b) The department shall collect from pharmacies and pharm

e
ists utilization

15 data necessary to calculate the amounts to be rebated under a rebate agxe
@ under par. (a).VAny patient—identifiable data, as defined in s. 153.50 (1) (b) 1.} that
17 is collected under this paragraph shall be treated as a patient health care record for

v’
18 purposes of s. 146.82.

19 (¢) If a manufacturer or labeler elects not to enter into a rebate agreement
v L
20 under par. (a), the department shall determine, under procedures established by rule

e Amcrran e

"
21 by the department under s. 49.45 (53), whether to subject the prescription drugs@}/ E
Produce & b (e pachosed kY
@ t e manu acturellf/@/@e labeler to prior authorization requirements under the

23 medical assistance program et s “‘“”“"“‘“«»m\.
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(d) The department may disseminate to the public information that specifies

the names of manufacturers or labelers that elect not to enter into rebate

agreements: g& d,,..&& o oyoalodsda P ms,u.o& e
. 'hm
(e) The department shall disseminate to physicians, pharmacies, pharmamsts\a Vf: gwf
and, as determined by the department, §9 other health professionals information? ULCM e
{ aub.
about the relatlve cost of prescription drugs produced by manufacturers or gackiged (3) v

rQ?G—C/K& ‘
by labelers that enter into rebate agreements in comparison with the cost of

prescription drugs produced by manufacturers or pééiZagel|by labelers that do not

enter into rebate agreements

(f) 1. If a discrepancy exists in\the manufacturer’s or labeler s favor between the

amount claimed by a pharmacy /under sub. (7) and the amount rebated by the

manufacturer or labeler under , the department may hire anvindependent
His svbsection)

auditor who is agreed on by the parties to reviéw the discrepancy. If the dlscrepancy

continues following the audit, the manufacturer or labeler shall justify the reason for
the discrepancy or pay to the department any additional amount due.

2. If a discrepancy exists that is not in favor of the manufacturer or labeler in
the information provided by the department to the manufacturer or labeler
regarding the manufacturer’s or retailer’s rebate, the manufacturer or labeler may
hire an independent auditer who is agreed on by the parties to verify the accuracy

of the data supplied € the department. If a discrepancy continues following the

audit, the department shall justify the reason for the discrepancyfor refund to the
manufacturer or labeler any excess payment made by the manufacturer or labeler.
v

3. If a controversy continues after the procedures under subd. 1. or 2. have been

carried out, the department or the manufacturer or labeler may request a hearing

R S
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before the division of hearings and appeals of the department of administration as

a contested case under ch. 227. ¥~
(7) From revenue received under the appropriation account under s. 20.435 (4)
),|department shall, on a weekly or biweekly basis, pay a pharmacy or pharmacist
for a prescription drug purchased as specified under sub. (5 an amount that is equal
to the pharmacy’s or pharmacists share of the rebate amount, if any, for the
prescription drug, as determined by the department under sub. (5) (a)‘/z. The
department shall devise and distribute a form for reports by pharmacies and
pharmacists under this subsectio{and may limit payment under this subsléction to
those prescription drugs for which payment claims are submitted by pharmacies or
pharmacists directly to the department. The department may apply to the program
under this sectio{the same utilization and cost control procedures that apply under

v

rules promulgated by the department to medical assistance under subch. IV. The

department may not impose transaction charges on pharmacies or pharmacists that

s
submit claims or receive payments under this subsection..—z jﬁ( »)
' Ao O BF v _Lollowseny > G-
(8) The department shall Wcmulgated by the department by

rule, monitor compliance by pharmacies and pharmacists that are certified providers

/ O
of medical assistance with the requirements of sub. (4) andort annually to

the legislature under s. 13.172 (2) concerning the compliance. The report shall
include information on any pharmacies or pharmacists that discontinue

participation as certified providers of medical assistance and the reasons given for

()

of health and human services a waiver of any federal medicaid laws necessary to

the discontinuance.

implement prior authorization requirements specified in sub. (8) (¢). ./
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promulgate rules. relatingfto prohibitions on

O ) (T department shal)
- v’

CD
fraud that are substantlally similar to applicable prov1s1ons under s. 49. 49 (1) (a).

@ (’X persoz wh nvicted of v101at1ng arule promulgated by the department

st (Y () .
under ga#4\in connection with that person s furnishing of prescription drugs under

|
5 this section may be fined not more than $25,000, or imprisoned for not more than 7 |
6 “years and 6 months, or both. . -
@ (£ A person other than a person specified in par. () who is convict violating
| (ub () ) v
. a rule promulgated by the department under pﬂﬂ/%y be fined not more than
9 $10,000, or iIriprisoned for not more than one year, or both.
Fm
@ m Promote the use of efficacious and reduced—cost prescription drugs, taking
A

12 into consideration differential dispensing fees, administrative overhead, and

[ (6)(c) and (e@

iblic awareness of the program under

13 incentive payments.

m) Undertake outreach efforts to build p

(15 this sectlon and ent oy e
. C‘LA.,W w&mb X :

ﬁ) [Except as provided in sub

department’s rule—maklng requiremen 3 and authority, m@dﬂp&tﬁa@m enter

into a contract with an entity to perform the duties and exercise the powers of the

department under this sectiouﬂﬁ" /

T f . : . )
SECTION 4. 146.82 (2) (a) 17. of the statutes is amended to read: :’4% 6%a () )
. . : A 2R ‘; 71 . . .

rules, which abply to all applicants for licensure uder s. 450.05;

rewun Q(etl» 450‘02<2‘)
Ciukeo) and
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1 (a) Defining the active practice of pharmacy. The rules shall apply to-all
2 applicantsforlicensure-unders-—450.05-
3 SECTION 6. 450.02 (2) (b) of the statutes is created to read:
4 450.02 (2) (b) Requiring disclosure by a pharmacist to a prescription drug
Quse twie > LCEPD
@ purchaser who is a program participant under g 48688 jof the amount of the discount

, SEcTION 7. Effective date. This act takes effect on the 2nd-day after~

publication of the 2001—-2003 biennial budget act.

10 : = : (END)
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LEGISLATIVE REFERENCE BUREAU

s

To Representative Coggs: /Eﬁ

' The following are issues that arose in drafting this
information:

71l or are items for your

1. Ins. 49.45 (53) (b) I changed “all” to “any,” since-it is possible that DHFS will not

subject all drugs of a manufacturer or labeler foprior authorization requirements.
2. With respect to s. 49.689 (2) (a): :

a. Note that I did not include paymeit of the program fee as a condition of eligibility;
instead, I included it as a reqyifement under s. 49.689 (8) prior to issuance of a
prescription drug card; therefofe, it will be unnecessary for an applicant for eligibility
to send in the $20 before he/or she is determined eligible. Is this what you want?

b. In s. 49.689 (2) (a) 3.

coverage for 30 consec

ot that I have required that the person not have insurance
ive days immediately prior to applying for the program. Okay? vd

39 As Ms:p@aga—pb/\ls drafted, each person who is eligible will have to pay th@

nrollment fee; there is no provision for a couple, for instance, to pay a single $20 fee.
W,

Is the provision drafted as you wish? ¢ /

¢ 4. I have included participation in medical assistance, Badger Care, HIRSP, Senior
are, and private health insurance coverage as factors that would render a person
ineligible. Are there any other state programs that you would want to include in this

gﬁ *@ have written the provision concerning DHFS’ agreements with other states to
\o» @ negotiate rebate agreements into s. 49.689 (6) (a), so that the requirements for rebate

agreements under that paragraph would apply to any rebate agreements that would
result from an intrastate agreement. Is that what you want?

~ v’
I have specified in s. 49.689 (6) (f) that DHF'S must justify to the manufacturer or
\%‘f @ abeler the reason for a discrepancy that is not in favor of the manufacturer or labeler
SN
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in the information provided to the manufacturer or labeler concerning the rebate; this
kw“‘g@) previously was unspecified. Okay?
oIt ® '

I made the bill effective on publication. Is that what you want?

Please let me know if you have questions about the bill or if I can provide you with any
additional assistance.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266—0137

E-mail: debora.kennedy@legis.state.wi.us
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DRAFTER’S NOTE : LRB-0585/4dn
FROM THE DAX:cjs:ch
LEGISLATIVE REFERENCE BUREAU

February 1, 2002

To Representative Coggs:

The following are issues that arose in draftmg this b111 or are items for your

information:

1. Ins. 49.45(53) (b) I changed “all” to “any,” since it is possible that DHFS will not -
subject all drugs of a manufacturer or labeler to prior authorization requirements.

2. With respect to s. 49.689 (2) (a):
" a. Note that I did not include payment of the program fee as a condition of eligibility;

instead, I included it as a requirement under s, 49.689 (3) prior to issuance of a
prescription drug card; therefore, it will be unnecessary for an applicant for eligibility
to send in the $20 before he or she is determined eligible. Is this what you want?

'b. Ins. 49.689 (2) (a) 3., not that I have required that the person not have insurance

coverage for 30 consecutive days immediately prior to applying for the program. Okay?

c.- I have included partieipation in medical assistance, Badger Care, HIRSP, Senior
Care, and private health insurance coverage as factors that would render a person
1ne11g1b1e Are there any other state programs that you would want to include in this
group?

- 8. As s. 49.689 (3) is drafted, each person who is eligible will have to pay the $20

enrollment fee; there is no provision for a couple, for instance, to pay a single $20 fee.
Is the provision drafted as you wish?

4. T have written the provision concerning DHFS’ agreements with other states to
negotiate rebate agreements into s. 49.689 (6) (a), so that the requirements for rebate
agreements under that paragraph would apply to any rebate agreements that would
result from an intrastate agreement. Is that what you want?

5. T have specified in s. 49.689 (6) (f) that DHFS must justify to the manufacturer or
labeler the reason for a discrepancy that is not in favor of the manufacturer or labeler
in the information provided to the manufacturer or labeler concerning the rebate, this
prev1ously was unspecified. Okay?

6. I made the bill effective on publication. Is that what you want?
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7. In s. 49.689 (6) (b), I have éxpanded the types of patient—identifiable data that must
be treated as a patient health care record to include data as defined in s. 153.50 (1) (b)
1. or 2. and data specified in s. 153.50 (8) (b) 1. to 7. Please review.

I would appreciate your prov1d1ng Rachel Carabell of the Leglslatlve Fiscal Bureau
with a copy of this b111 for her review.

Please let me know if you have questions about the bill or if I can provide you with any
additional assistance.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266-0137

E—mail: debora.kennedy@Ilegis.state.wi.us




Kennedy, Debora

From: de Felice, David Patrick
Sent: Monday, February 18, 2002 4:
To: Kennedy, Debora

Subject: FW: T-Rx - drafter's note

From:
Sent:
To:

Cc:
Subject

Sybell, Debra

Tuesday, February 12, 2002 11:13 AM
de Felice, David Patrick

Carabell, Rachel; Kennedy, Debora
T-Rx - drafter's note

19 PM

We received a drafter’s note back with our draft. Rachel Carabell suggested the following changes.

1
2
3.
4
5

Eliminate reference to “any” in s. 49.45 (53)(b).

. Delete the definition for “poverty line” from s. 49.689(1)(c) since this term is not used in the draft.
Specify that such information could be distributed over the Internet or by
. Delete “retailer's” rebate and change to “labeler’s”

. Check with DHFS whether the expansion of types of patient identifiable data that

another means under s. 49.689(6)(d).
rebate for consistency under s. 49.689(6)(f) 2.

must be treated as a patient

* health care record in s. 49.689(6)(b) would interfere with the Department’s ability to execute rebate agreements. |
~ have submitted this question to Russ Pederson with DHFS. | have not heard back from him yet.

Please feel free to contact Rachel with LFB or Debora with LRB to discuss.

Deb Sybell
Senator Kim Plache's Office

6-1832




Kennedy, Debora

From:
Sent:
To:
Subject:

Carabell, Rachel - Fcuandaed do
Friday, February 15, 2002 11:53 AM

Kennedy, Debora \J}&WJ\ Ae QM
FW: T-Rx :L{ (% ’ O

I spoke with Deb about DHFS' response to our question. She said to go

‘ahead and redraft their proposal with the changes we discussed earlier.

Also, when you send a copy of the draft to Deb and/or Dave de Felice
could you suggest that they share a copy with me as well? thanks!

Rachel Carabell

Legislative Fiscal Bureau
rachel.carabell@legis.state.wi.us

Phone: 608-266-3847

————— Original Message--—--
From: Pederson, Russell
Sent: Friday, February 15, 2002 10:50 AM

To: Sybell, Debra
Cc: Carabell, Rachel
Subject: Re: T-Rx

Deb,

In response to your question, the provision .would not bar the Department

from

providing necessary information to drug manufacturers with which we

maintain ,
rebate agreements.

In general, manufacturers are invoiced according to the specific drug
utilization. If a manufacturer disputes the invoice, Medicaid may

provide

additional claim detail but the detail does not include person or

patient

identifiable information.

Hope this helps.

Russ

>>> Sybell, Debra 02/07/02 11:09AM >>>

The draft specifies:

"The department shall collect from pharmacies and pharmacists

utilization data

necessary to calculate the amounts to be rebated under a rebate

agreement.

Any patient identifiable data, as defined in s. 153.50(1) (b)l.or 2. or

as

specified in s. 153.50(3)(b)1. to 7., that is collected'under this

paragraph

shall be treated as a patient health care record for purposes of s.

1l46.82."

The drafter's note reads:




In the above section, "I have expanded the types of patient-identifiable
data ’

that must be treated as a patient health care record to include data as

defined in s. 153.50(1)(b)1l. or 2. and data specified in s.
153.50(3) (b)1l. to

7. Please review."

Question: Would this prévision bar the Department from providing
information

to drug manufacturers which would be essential to executing the rebate
agreements?

Please feel free to consult with Rachel Carabell with LFB at 6-3847.
Thanks for your assistance;

Deb Sybell
Senator Plache's Office
6-1832
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AN ACT to renutber and amend 450.02 (2); to amend 146.82 (2) (a) 17.; and
to create 20.435 (4) (jf), 20.435 (4) (jg), 49.45 (53), 49.689 and 450.02 (2) (b) of
the statutes; relating to: requiring pharmacies and .'pharmacistl:s, as a’
eondition of medical assistance pérticipétibn, to charge persons for prescription
drugs no more thah specific amounté; specifyirig requirem‘ent.s for rebate
agreements between the department of health and family services and drug |
manufacturers or labelers; expanding prior authbrization requireménts under
medical a551stance, requlrmg the exercise of rule~mak1ng authorlty, making

appropriations; and providing penaltles

* Analysis by the Leglslatwe Reference Bureau _
Under current law, pharmac1es and pharmacists that are certified prov1ders of

~ medical assistance (MA) services are reimbursed, at a rate established by the

department of health and family services (DHF'S), for providing certain prescription
drugs to MA rec1p1ents Under the MA program, numerous prescrlptlon drugs are
subject to prior authorization and must be authorized by DHFS pr1or to being
dispensed to MA recipients.

This bill provides that, beginning May 1, 2003, persons who have applied for
and have been found by DHFS to be eligible for prescription drug assistance and who




2001 — 2002 Legislature -2- LRB-0585/4
DAK:wlj&cjs:ch
ASSEMBLY BILL

have paid an enrollment fee of $20 for a 12-month benefit period may use a card,
issued by DHF'S, to obtain certain prescription drugs for outpatient care at a rate
that is the average wholesale price minus 11.25% or the maximum allowable cost,
as determined by DHFS, whichever is less, plus a pharmacy dispensing fee that is
not less than the dispensing fee paid under MA, but a pharmacy or pharmacist may
not charge an amount that exceeds the usual and customary charge for the
prescription drug. After November 30, 2003, an eligible person may use the
prescription drug card to obtain prescription drugs by paying this rate, plus the
dispensing fee, minus the amount of any rebate amount received by DHFS under
rebate agreements with drug manufacturers and repackagers of the drugs (labelers).
In determining the amounts discounted by the rebate, DHFS must consider an
average of all rebate payments made under the program, as weighted by the sales
of prescription drugs subject to the rebates over the most recent 12-month period for
which the information is available. The pharmacy or pharmacist who sells the drug
at these reduced prices receives reimbursement for the rebate amount from DHFS.
Persons who are eligible to obtain prescription drugs for these reduced charges are
state residents who have not had private health insurance coverage for outpatient
prescription drugs for at least 30 consecutive days immediately prior to applying for
the program, are not MA recipients, are not enrolled in Badger Care or the
prescription drug assistance program for elderly persons (commonly known as
Senior Care), and do not have a policy issued under the health insurance

‘risk—sharing plan (HIRSP). The $20 enrollment fee paid by eligible persons is

required to be used for administration of the program.

- Under the bill, DHFS or an entity with which DHFS contracts may enter with
drug manufacturers or labelers into rebate agreements that take into consideration
federal medicaid rebate agreements, the average wholesale price of prescnptlon
drugs, and any other available information on prescription drug prices and price
discounts. In negotiating a rebate agreement, DHFS may also consider the potential
effect of the agreement on MA expenditures. DHFS also may enter into an
agreement with another state or with a private organization that represents other
states to negotiate rebate agreements with manufacturers and labelers. Under the
rebate agreement, the manufacturer or labeler must make payments for the
manufacturer’s or labeler’s drugs that are prescribed and purchased under the
program. DHFS must collect from pharmacies and pharmacists utilization data

necessary to calculate the amounts to be rebated; patient—identifiable data that is

collected must be treated by DHFS as a patient health care record for purposes of
confidentiality. The amounts of the rebate payments must be paid to the state and,
in turn, paid by DHFS to pharmacies or pharmacists that have reduced charges for
prescription drugs for the eligible persons. If a manufacturer or labeler elects not to
enter into a rebate agreement, DHFS must determine, under procedures that are

“required to be established by rule, whether to subject the manufacturer’s or labeler’s

drugs to prior authorization requirements under MA. DHFS may disseminate to the
public information that specifies the names of manufacturers or labelers that elect
not to enter into rebate agreements and the prices at which the most frequently used
prescription drugs are available to persons under the program. In addition, DHFS
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must disseminate to health professionals information about the relative cost of
prescription drugs of manufacturers or labelers that enter into rebate agreements
in comparison with the cost of prescription drugs of manufacturers or labelers that
do not enter into rebate agreements. Discrepancies in amounts claimed by
pharmacies or pharmacists and amounts rebated by a manufacturer or labeler or in
information provided by DHF'S to the manufacturer or labeler regarding the rebate
may be reviewed by independent auditors. If the discrepancy continues following the
audit, additional amounts due must be paid, or DHFS must refund excess payment
made, as appropriate. For further controversies, one of the parties may request an
administrative hearing. DHFS must request from the secretary of the federal
department of health and human services a waiver of any federal medicaid laws
necessary to implement the bill’s prior authorization requirements under MA.

Under the bill, DHFS must monitor compliance by pharmacies and
pharmacists with the requirement to charge eligible persons for the specified
prescription drugs at the reduced amounts and annually report to the legislature
concerning the compliance. DHFS also must promulgate rules that establish
prohibitions against fraud that are substantially similar to MA fraud provisions; the
bill specifies penalties applicable to violations of these prohibitions. '

The bill requires that DHFS promulgate as rules procedures for determining
whether to subject drugs produced by a manufacturer or repackaged by a labeler to
prior authorization requirements under MA. In addition, the pharmacy examining
board must promulgate rules requiring disclosure by a pharmacist to a drug
purchaser who is a participant under the program of the amount of the discount on
the retail price of the drug that is provided to the participant under the program.

For further information see the state fiscal estimate, which will be printed as
‘an appendlx to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

| ; SECTIbN 1. 20.435 (4) (jf) of the statutes is created to read:
20.435 (4) () Preécription drug assistance; manufacturer and labeler rebates.
All moneys received from rebate payments by manufacturers and labelers under s.
49.689 (6), to be used for payment to pharmacies and pharmacists under s. 49.689
(7) for prescription drug assistance.

SEcTION 2. 20.435 (4) (jg) of the statutes is created to read:
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20.435 (4) (jg) Prescription drug assistance; enrollment fees. All moneys
receivéd from payment of enrollment fees under s. 49.689 ‘(3), to be used for
administration of the program under s. 49.689.

SECTION. 3. 49.45 (53) of the statutes is created to read:

49.45 (53) PRIOR AUTHORIZATION FOR LEGEND DRUGS. (a) In this subsection:

1. “Labeler” means a person that receives prescription drugs from a
manufacturer or wholesaler, repackages the prescription drugs for later retail sale,
and has a l_abeler code issued by the federal food and drug administrétion under 21
CFR 207.20 (b).

‘2. “Manufacturer” means a manufacturer of prescription drugs aﬁd includes
a subsidiary or affiliate of the manufacturer. |

3. “Prescription drug” means a prescription drug, as defined in s. 450.01 (20),
that is included in the drugs specified under s. 49.46 (2) (b) 6. h.
| (b) The department shall promulgate as r‘ulesv procedures for use in -
determining, under s. 49.689 (6) (c), whether to subject @pgre/scription drugs
produced by a manufacturer or repackaged by a labeler to prior authorization
requirements under medical assistance. The rules shall include all of the following:

1. Authorization to éubject a pfescription .drug to prior authorization
requirements only if éonsiderations relating to safety, efficacy, and diséase
management are not compromised by denial- of the prior authoriiation or
éubstitution of the drug with an equivélent. |

2. A definition of “equivalent” that includes a specific _list of alternate
prescription drugs that could be substituted for a drug that is subject to prior

authorization requirements.
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3. Authorization for a pharmacy or pharmacist to be reimbursed for up to one
month’s dosage of a prescription drug that is otherwise sﬁbject to prior authorization
requirements, if the physician prescribing the drug asserts that the equivalent is
unacceptable or not immediately available and provides evidence that the
prescription drug is medically necessary under medical assistance standards.

4. Standards foi' review by the department of lrequests-by pharmacies and
pharmacists for reimbursement for prescription drugs that are subject to prior
authorization requirements. | |

5. Procedures, including heariﬁgs, for appeals of denials of requests by
pharmacies and pharmacists for reimbursement for- prescription drugs that are
subject to prior au‘therization requirements.

6. Coverage under medical assistance of a prescription drug that is subject ‘to
prior authorization during the pendency' of an appeal of a denial of a request for
reimbursement for the drug. |

SECTION 4. 49.689 of the statutes is created to read:

- 49.689 Prescription drug assistance. (1) In this section:

(a) ‘;Labeler” means a person that receives prescription drugs from a
manufacturer or wholesaler, repackages the drugs for later retail sale, and has a
lebeler code issued by the federal food and drug administration under 21 CFR 207.20
(b). ‘

(b) “Manufacturer” means a manufacturer of prescription drugs and includes

* a subsidiary or affiliate of the manufacturer.

//C) “ gle«;'j;ywl-ine”“’m ns the nonfa chn%%al
United | §tates, as defined 55 the federal depart abor under 42 USC 9902 (2).
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O@ “Prescription drug” means a prescrlptlon drug, as defined in s. 450.01 (20),
that is included in the drugs specified under s. 49.46 (2) (b) 6. h.
m “Prescription order” has the meaning given in s. 450.01 (21).

(2; (a) A person to whom all of the fbllowing applies is eligible to purchase a

prescription drug at the amounts speciﬁed in sub. (5) (a): |
- 1. The person is a resident, as defined ih s. 27.01 (10) (a), of this state.

2. The person is not a recipiént of medical assistance, does not have health care
coverage under s. 49.665, does not have a policy issued under ch. 149, ahd is not
enrolled in the program‘ under s. 49.688.

3. The person has not had insurance coverage for prescriptidn_ drugs for
outpatient caré that is other than that specified in subd. 2. for at least 30 consecutive
days immediately before applying under par. (b). . |

(b) A person may apply to the department; on a form provided by .the
department for a determination of' eligibility and issuance of a prescription drug
card for purchase of prescription drugs under this section.

(8) The department shall devise and distribute a form for applying for the
program undér sub. (2), shall determine eligibility for each 12-month benefit period

of applicants, and, after payment by the applicant of a program enrollment fee of $20

for each 12-month benefit period, shall issue to eligible persons a prescription drug

card for use in purchasing prescription drugs, as specified in sub. (4).

4 Béginning May 1, 2008, as a condition of particibpation by a pharmacy or
pharmacist in the program under ss. 49.45, 49.46, or 49.47, the pharmacy or
pharmacist may not charge a person who presents a valid prescription order and a

card indicating that he or she meets eligibility requirements under sub. (2) an

\\
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amount for a prescription drug under the order that exceeds the 'amounts specified
in sub. (5) (8). | |

| »(5) (a) The amounts that a pharmacy or pharmacist may charge a person

specified in sub. (3) in a 12-month period for a prescription drug are the following:

1. After April 31, 2003, and before December 1; 2003,' the lesser of the following:

a. The average wholesale price minus 11.25% or the max1mum allowable cost,

as determined by the department, whichever is lless,'plus a di'Spensing.fee that is

specified by the department but is not less than the dispensing fee paid under the

medical assistance program.

b. The usual and customary charge of the pharmacy or pharmamst for the
proscr1pt1on drug.

2. After November 30, 2008, the rate specified in subd. 1. , plus the dispensing

' fee specified in subd 1., minus the amount of any rebate payment made by a |

manufacturer or labeler that is apphcable to the prescription drug, as determined by
the department. In determining the amount by which a prescription drug shall be
discounted under this subdivision, the department shall consider an average of all
rebate payments made under theprogram, as weighted by the sales cf prescription

drugs subject to the rebates over the most recent 12-month period forlwhich the

information is available'

(b) The department shall calculate and transmit to pharmac1es and
'pharmacusts that are certified prov1ders of medlcal ass1stance amounts that may be
used in calculating charges under par. (a). The department shall penodlcally update
this mformat10n and transmlt the updated amounts to pharmacnes and pharmacists.

(6) (a) The department or an entity with which the department contracts may

enter into a rebate agreement that takes into consideration the rebate agreement
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spec1ﬁed under 42 USC 1396r-8, the average wholesale prlce of prescrlptlon drugs,

and any other available information on prescription drug prices and price discounts,

with a manufacturer that sells prescription drugs in this state or with a labeler that
repackages prescription drugs for sale in this state. The department or the entity
with which the department contracts may also enter into an agreement with another
state or with a private organization that represents another state, to negotiate
rebate agreements with manufacturers and labelers for prescription drugs produced
by the manufacturer or repackaged by the labelers that are purchased by persons
who are e11g1b1e under sub. (2). In negot1at1ng a rebate agreement, the department
or entity with which the department contracts may consider the potential effect of

the agreement on expenditures under medical assistance. A rebate agreement, if

‘negotiated under this paragraph, shall require that the manufacturer or labeler

make rebate payments for each prescription drug of the manufacturer or labeler that

is purchased by persons who are eligible under sub. (2), to the state treasurer to be.

credited to the appropriation under s. 20.435 (4) (jf), each calendar quarter or
according to a schedule established by the department.

(b) The department shall collect from pharmacies and pharmamsts utilization

 data necessary to calculate the amounts to be rebated under a rebate agreement

under par. (a). Any patlent-ldentlﬁable data, as defined in s. 153.50 (1) (b) 1. or 2.
or as specified in s. 153.50 (3) (b) 1. to 7 ., that is collect.ed under this paragraph shall
be treated as a patient health care record for purposes of s. 146.82.

(¢c) Ifa manufacturer or labeler elects not to enter into a rebate agreement

under par. (a), the department shall determine, under procedures established by rule

" by the department under s. 49.45 (53), whether to subject the prescription drugs
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- produced by the manufacturer or repackaged by the labeler to prior authorization
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requirements under the medical assistance program: o bt v A B }/j.m

(d) The department may d1ssem1nate to the pubh 1nformat10n that specifies
the names of manufacturers or labelers that elect not to enter into rebate agreements
and the prices at which the most frequently used prescription drugs are available to
perscns issued a prescription ldrug card under sub. (3).

(e) The department shall disseminate to physicians, pharmacies, pharmacists,
and, as determined by the department, other health professionals infcrmation about |
the relative cost of prescriptiori drugs produced by manufacturers or repackaged by
labelers that enter into rebate agreements in comparison with the cost of
prescription drugs produced by manufacturers or repvackaged by labelers that do not
enter into rebate agreements.

() 1. If a discrepancy exists in the manufacturer’s or labeler’s favor between the
amount claimed by a pharmacy or pharmacist under sub. (7) and the amcunt rebated
by the manufacturer or labeler under this subsection, the department may hire an
independent auditor who is agreed on by the parties to review the discrepancy. If the

discrepancy continues following the audit, the manufacturer or labeler shall Jjustify

“the reason for the discrepancy or pay to the department any additional amount due.

2. If a discrepancy exists that is not in favor of the manufacturer or labeler in

anufacturer or labeler
abefer. s .

p#lgjrebate, the manufacturer or labeler may

regarding the manufacturer’s or Fefs

~hire an independent auditor who is agreed on by the parties to verify the accuracy

of the data supplied by the department. If a discrepancy continues following the

' audit, the department. shall justify the reason for the discrepancy to. the
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manufacturer or labeler or refund to the manufacturer or labeler any excess payment
made by the manufacturer or labeler.

3. If a controversy continues after the procedures under subd. 1. or 2. have been
carried out, the department or the manufacturer or labeler may request a hearing
before the division of hearings and appeals of the department of administration as
a contested case under ch. 227.

(7 ) From revenue received under the appropriation account under s. 20.435 (4)
(), the department shall, on a weekly or biweekly basis, pay a pharmacy or
pharmacist for a prescription drug purchased as specified under sﬁb. (4) an amount
that is equal to the pharmacy’s or pharmacists share of the rebate amount, if any, for
the prescfiptien drug, as determined by the department under sub. (5) (a) 2. The
department shall devise and distribute a form for reports by pharmacies and
pharmacists under this subsection and may limit payment .under this subsection to
those prescription drugs for which payment claims are subnﬁtted by pharmacies or
pharmacists dii'ectiy to the department. The department inay appIy to the program
under this section the same utilization and cost control procedures that apply under
rules promulgated by the department to medical assistance under subch. IV. The
department may not impose transaction charges on pharmacies of pharmacists that
submit claims or receive payments under this subsection. |

(8) The department shall do all of the following: |

(@) Under methods promulgated by the department by ?ule, monitor
compliance by pharmacies and pharmacists that are certified providers of medical
assistance with the requirements of sub. (4) and report annually to the legislature

under s. 13.172 (2) concerning the compliance. The report shall include information
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on any pharmacies or pharmacists that discontinue participation as certified
providers of medical assistance and the reasons given for the discontinuance.

(b) Request from the secretary of the federal department of healt_h and human
services a waiver of any federal medicaid laws necessary to impiement prior
authorization requirements specified in sub. (6) (c).

V(c) Promote the use of efficacious and reduced—cost prescription drugs, taking

into consideration differential dispensing fees, administrative overhead, and

. incentive payments.

(d) Undertake outreach efforts to build public awareness of the program under
this section and to maximize enrollment by eligible persons.

(e) Promulgate rules relating to prohibitions on fraud that are substantially
similar to applicable provisions under s. 49.49 (1) (a).

| (9) The departrnent may, except as provided in subs. (6) (c) and (8), and except _

for the department’s rule-making requirements and authority, enter into a contract
‘with an entity to pérform the duties and exercise the powers of the depa'_rtment under‘
this section.

(10) (a) A person who is convicted of violating a rule promulgated by the
department under sub. (8) (e) in connection vwith that person’s furnishing of

prescriptlon drugs under thls section may be ﬁned not more than $25, OOO or

| 1mpr1soned for not more than 7 years and 6 months or both

(b) A person other than ‘a person specified in par. (a) Who is convicted of
violating a rule promulgatedbby the department under sub. (8) (e) may be fined not
more than $10,000, or imprisoned for not more than one year, or both.

SECTION 5. 146.82 (2) (a) 17. of the statutes is amended to read:

146.82 (2) (a) 17. To the department under s. 49.689 (6) (b) or 50.53 (2).
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B SECTION 6. 450.02 (2) of the statutes is renumbered 450.02 (2) (intro.) and

amended to read:

450.02 (2) (intro.) The board shall adopt-rules-defining p romulgaté all of the
following rules, which apply to all applicants for licensure under s, 450.05:
(a) Defining the active practice of pharmacy. The-rules-shall-apply to-all

SECTION 7. 450.02 (2) (b) of the statutes is created to read:

450.02 (2) (b) Requiring diéclosure by a pharmacist to a preécription drug
purchaser who is a program participant under s. 49.689 of the émount of thé discount
on the retail price of the prescription drug thét is provided to the participant as the
result of the i)xr'ogram‘under s. 49.689.

(END)
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DRAFTER’S NOTE LRB-0585/5dn
FROM THE DAK:¢js:pg
LEGISLATIVE REFERENCE BUREAU '

February 19, 2002

To Dave deFelice:

This redraft incorporates the first four of Rachel Carabell’s suggested changes, as

spec1ﬁed in your e-mail of February 12, but does not incorporate the fifth suggested
change, in light of Russ Pederson’s response from DHFS.

I would appreciate it if you would ask Rachel to review this redraft.

Thank you.

Debora A. Kennedy

Managing Attorney

Phone: (608) 266-0137

E-mail: debora.kennedy@legis.state.wi.us



