
HOUSE No. 2168
By Ms. Jehlen of Somerville, petition of Patricia D. Jehlen and

other members of the General Court for legislation to reduce the cost
of prescription drugs and to expand the coverage for the cost of such
drugs. Health Care.

In the Year Two Thousand and One

An Act to reduce prescription drug costs and to expand

COVERAGE.

Be it enacted by the Senate and House of Representatives in General
Court assembled, and by the authority of the same, as follows:

1 Chapter 118 G of the General Laws, as most recently amended,

2 is hereby further amended by adding the following new sections;—

5 Section 1. Definitions
6 “Advisory council” means the outpatient prescription drug
7 advisory council established in section 13 of this act.
8 “Average manufacturer price” means, with respect to a covered
9 outpatient prescription drug of a manufacturer for the term of

10 a discount and rebate agreement, the average price paid to the
11 manufacturer for the drug in the United States by wholesalers for
12 drugs distributed in the retail pharmacy class of trade, after
13 deducting customary prompt payment discounts.
14 “Commissioner” means the commissioner of the division of
15 health care policy and finance.
16 “Covered outpatient prescription drug” means a product dis-

-17 pensed in Massachusetts, not provided as part of, or as incident to,

18 inpatient hospital services, which is; a drug which may only be

19 dispensed by prescription, and
20 (a) is approved by the Food and Drug Administration for both

21 safety and efficacy; or
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(b) is approved by the Food and Drug Administration for safety
23 but not efficacy when the commissioner has determined there is
24 a compelling medical need for its use and no safe and effective
25 substitute exists;
26 (2) a biological product that may only be dispensed upon
27 prescription;
28 (3) insulin certified under 21 U.S.C. § 356
29 (4) a drug for which a prescription is not required but which has
30 been dispensed by prescription;
3 1 (5) infant formula, whether milk or soy based, or its equivalent; or
32 (6) oral rehydration fluids or chemicals.
33 “Innovator multiple source drug” means a covered outpatient
34 prescription drug that was originally marketed under an original
35 new drug application approved by the Food and Drug Admini-
-36 stration and for which there are two or more drug products sold in
37 the commonwealth rated as therapeutically and pharmaceutically
38 equivalent by the Food and Drug Administration.
39 "Manufacturer” means any entity engaged in (1) the produc-
-40 tion, preparation, propagation, compounding, conversion, or pro-
-41 cessing of covered outpatient prescription drug products, either
42 directly or indirectly by extraction from substances of natural
43 origin, or independently by means of chemical synthesis or by a
44 combination of extraction and chemical synthesis; or
45 (2) the packaging, repackaging, labeling, relabeling or distribu-
-46 tion of covered outpatient prescription drug products; provided,
47 however, that such term does not include a wholesale distributor
48 of drugs or a retail pharmacy licensed under Massachusetts law.
49 “Secretary” means the secretary of the executive office of
50 health and human services.
51 “Single source drug” means a covered outpatient prescription
52 drug which is produced or distributed under an original new drug
53 application approved by the Food and Drug Administration,
54 including a drug product marketed by any cross-licensed pro-
-55 ducers or distributor operating under the new drug application.
56 “Trust” means the outpatient prescription drug trust fund
57 established under section 11 of this act.
58 Section 2. Establishment.
59 There shall be within the division of health care policy and
60 finance a program called the outpatient prescription drug cost
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reduction and coverage expansion program, hereinafter the pro-
gram, under the supervision and control of the commissioner, in
consultation with and with the approval of the advisory council as
required by section 14. The commissioner shall be the executive
and administrative head of the program and shall be responsible
for administering the provisions of law relative to the program and
the outpatient prescription drug trust fund, hereinafter the trust.

61
62
63
64
65
66
67
68

The commissioner, in addition to any existing powers and
consistent with existing law:

69
70

(1) may adopt, amend, alter, repeal and shall enforce, all such
reasonable rules, regulations and orders;

71
72

(2) may, subject to the availability of funds in the trust, appoint
and remove all such employees as may be necessary to carry out
the purposes of the program; and

73

74
75

(3) may, subject to the availability of funds in the trust, employ
such consultants as he may deem necessary or suitable for the
effective administration and performance of the program, subject
to the approval of the advisory council.

76
77
78
79

Section 4. Purpose; duties80
(1) The program shall seek to obtain the best prices and widest

coverage for all Massachusetts patients requiring covered out-
patient prescription drugs with the least administrative and regula-
tory burden on manufacturers and distributors and on other state
agencies.

81
82
83
84
85

(2) The commissioner shall, on behalf of all such patients, enter
into an agreement with each manufacturer of a covered outpatient
prescription drug to secure the largest possible discounts and
rebates for these products within six months of the effective date
of this section.

86
87
88
89
90

(3) The commissioner shall, in consultation with and with the
approval of the advisory council, develop a pharmaceutical assis-
tance program to provide maximum coverage for covered outpa-
tient prescriptions drugs to as many as possible of such patients
lacking adequate coverage and with incomes of up to and
including 400% of the state level of poverty or who spend 3% or
more of their gross incomes on covered outpatient prescription
drugs, subject to the availability of funds in the trust.

91
92
93
94
95
96
97
98

Section 3. Powers.

Nothing in this subsection shall prevent the commissioner from
developing, in consultation with and with the approval of the

99
100
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advisory council, a system for reimbursing any pharmacist who
provides covered outpatient prescription drugs for services not
currently required by law that are consistent with standard phar-
macy practice and consistent with providing pharmaceutical care,
including, but not limited to, drug use review, management of
drug therapy, case management of patients that are identified as at
high risk for potential medication-related problems and manage-
ment of patient compliance, to the extent such services further the
purpose of this subsection.

101
102
103
104
105
106
107
108
109

(4) The commissioner shall annually, in consultation with and
with the approval of the advisory council, develop a budget and
spending plan for the trust to cover the program’s costs and cover
those of the advisory council.

110
11l
112
113

(5) The commissioner shall annually, in consultation with and
with the approval of the advisory council, promulgate eligibility
standards that reflect projected availability of funds in the trust,
giving highest priority to such patients with the least purchasing
power based on a combination of income and alternative
coverage. Such eligibility standards shall ensure that no more
than 10% of the income received by the trust in the prior 12
months shall be retained by the trust unless the commissioner,
with the approval of the advisory council, determines additional
income shall be set aside for anti-recessionary contingencies.

114
115
116
117
118
119
120
121
122
123

The eligibility standards established pursuant to this subsection
shall not give rise to enforceable legal rights in any party or an
enforceable entitlement to the services funded herein, and nothing
shall be construed as giving rise to such legal rights or such
enforceable entitlement.

124
125
126
127
128

(6) The program shall ensure that such patients are made aware
of applicable eligibility standards and procedures for program
participation to the maximum extent feasible, subject to the avail-
ability of administrative funds in the trust.

129
130
131
132

(7) The program shall annually survey covered outpatient
prescription drug prices with samples of adequate size and compo-
sition for prescription medications and of dispensers of covered
outpatient prescription drugs to determine the program's effect on
the average retail price with a standard error of less than 3%, sub-
ject to the availability of funding from the trust.

133
134
135
136
137
138

(8) The program shall gather and publicize outpatient prescrip-
tion retail drug prices in Massachusetts and compare them to other

39
O
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141 states; classes of retail purchasers, including but not limited to
independent pharmacies, chain pharmacies and health mainte-
nance organizations; and countries, including but not limited to
Canada, the United Kingdom and Australia.

142
143
144

(9) The program is hereby authorized, consistent with existing
law and subject to approval by the advisory committee, to estab-
lish its own policies and seek from any official or agency of the
commonwealth, such information and assistance as is necessary to
carry out its functions and duties; and all officials, agencies or
political subdivisions of the commonwealth are hereby directed to
supply such information and assistance to the maximum extent
consistent with law.

145
146
147
148
149
150
151
152
153 Section 5. Requirement for a discount and rebate agreement.

In order for a covered outpatient prescription drug to be dis-
pensed in the commonwealth, the manufacturer must have entered
into and have in effect an agreement with the commissioner, on
behalf of patients requiring covered outpatient prescriptions. Such
an agreement shall become effective the first day of the calendar
quarter that begins 60 days after the date the agreement is entered
into; provided, however, that this section shall not apply to the
dispensing of a covered outpatient prescription drug if the com-
missioner determines the drug’s availability is:

154
155
156
157
158
159
160
161
162

(a)(i) essential to the health of the commonwealth’s citizens;
and (ii) such drug has been given a rating of A 1 by the Food and
Drug Administration; or

163
164
165

(b) the commissioner determines that in the first calendar
quarter after the effective date of this act there are extenuating cir-
cumstances; or

166
167
168

(2) a discount or rebate agreement already exists between a
manufacturer and an entity that prevents the commissioner from
negotiating a discount or rebate agreement as required by this
section. Nothing in this subsection shall be interpreted to:

169
170
171
172

(a) permit dispensing of a covered outpatient prescription drug
unless there is a rebate and discount agreement in effect for that
specific drug, unless otherwise prohibited by slate or federal law;

173
174
175

(b) prevent the commissioner from entering into an agreement
with a manufacturer for specific covered outpatient prescription
drugs that are not subject to an existing agreement even though a
discount or rebate agreement for other such covered drugs may
exist between the manufacturer and another entity;

176
177
178
179
180
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(c) prevent the commissioner from entering into a discount
agreement with a manufacturer for covered outpatient prescription
drugs when there is an existing rebate agreement with said manu-
facturer.

181
182
183
184
185 (d) prevent the commissioner from entering into a rebate agree-

ment with a manufacturer for covered outpatient prescription
drugs when there is an existing discount agreement with said
manufacturer; or

186
187
188

(e) prevent any private or public entity from voluntarily partici-
pating in the discount and rebate program established under
section 2 to the extent consistent with law.

189
190
191
192 All rebates negotiated under such agreement shall be paid to the

commissioner in accordance with procedures prescribed by the
commissioner. The receipts from such rebates shall not be
deposited in the General Fund, but shall be impressed with a trust
and dedicated, through the state treasurer as trustee, to the outpa-
tient prescription drug trust fund established in section 11 below.

193
194
195
196
197

The Secretary is hereby authorized and required to seek
whatever waivers of federal or state law as may be required to
obtain the best combinations of discounts and rebates possible
on behalf of all patients needing outpatient prescription drugs in
Massachusetts.

198
199
200
201
202

Section 6. Effect on existing agreements203
A discount agreement in effect on January 1, 1999 between a

manufacturer and a private entity, shall for the initial agreement
period, be considered to be a discount agreement meeting the
requirements of section 5 above when the manufacturer reports to
the commissioner the term of such agreement and all discounts
allowed pursuant to said agreement following January 1, 1999.

204
205
206
207
208
209

A rebate agreement in effect on January 1. 1999 between a
manufacturer and a private entity, shall for the initial agreement
period, be considered to be a rebate agreement meeting the
requirements of section 5 above when the manufacturer reports to

the commissioner the term of such agreement and all rebates cred-
ited pursuant to said agreement following January 1, 1999.

210
211
212
213
214
215

For the purposes of this section, “initial agreement period
means the term of a discount or rebate agreement in effect on or

before January 1, 1999, excluding renewals or extensions. The
commissioner shall interpret this term as narrowly as possible

216
217
218
219
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220 consistent with law to enter into discount and rebate agreements
with manufacturers as early as possible.221

Nothing in this section shall be interpreted to permit dispensing
of a specific outpatient prescription drug that is not subject to both
a discount and a rebate agreement or to prevent the commissioner
from entering into discount and/or rebate agreements that do not
conflict with the terms of existing discount or rebate agreements.

999

223

224
225
226

Section 7. Model discount and rebate agreement.227
The commissioner shall develop a model agreement, in consul-

tation with and subject to the approval of the advisory council, for
negotiating discounts with manufacturers of covered outpatient
prescription drugs dispensed after the effective date of this Act.
Said model agreement shall include, but not be limited to, the
following provisions:

228
229
230
231
232
233

(1) Minimum discount, (a) For single source and innovator
multiple source drugs, infant formula and rehydration fluids or
chemicals, a minimum 20% discount off the average manu-
facturers price per unit of dosage dispensed in Massachusetts;
and (b) for other covered outpatient prescription drugs, a min-
imum 14% discount off the average manufacturers price per unit
of dosage dispensed in Massachusetts. All savings from such dis-
counts shall be passed through to the retail level of business.

234
235
236
237
238
239
240
241

(2) Minimum rebate, (a) For single source and innovator
multiple source drugs, infant formula and rehydration fluids or
chemicals, a minimum rebate of 20% of the average manufac-
turers price per unit of dosage times the units of dosage dispensed
in Massachusetts; and (b) for other covered outpatient prescription
drugs, a minimum rebate of 14% of the average manufacturers
price per unit of dosage times the units of dosage dispensed in
Massachusetts.

242
243
244
245
246
247
248
249

(3) Additional rebate. For all covered outpatient prescription
drugs, an additional rebate to adjust for:

250
251

(a) manufacturer price increases exceeding inflation, as mea-
sured by the national urban consumer price index for all goods
and services;

252
253
254

(b) the number of dosage units dispensed in Massachusetts
since the beginning of the first calendar year prior to enactment of
this act; and

255
256
257

(c) changes in volume over time258



[January8 HOUSE —No. 2168

(4) Rebate payment procedures. Each manufacturer of a cov-
ered outpatient prescription drug must pay the rebates as calcu-
lated pursuant to subsections (2) and (3) of this section to the
commissioner not later than 30 days after receipt of the informa-
tion provided by the state under subsection (5) of this section.

259

260
261
262
263

(5) Equal access. Each manufacturer of covered outpatient pre-
scription drugs shall guarantee to offer, to each wholesaler or
retailer (or other purchaser representing a group of such whole-
salers or retailers) that purchases such drugs on substantially the
same terms (including such terms as prompt payment, cash pay-
ment, volume purchase, single-site delivery, the use of formularies
by purchasers, and any other terms effectively reducing the manu-
facturer’s costs) as any other purchaser (including any institu-
tional purchaser) the same price for such drugs as is offered to
such other purchaser: provided, however, that terms offered to the
Department of Veterans Affairs, the Department of Defense or any
other public program shall be excluded in determining a manufac-
turer’s compliance.

264
265
266
267
268
269
270
271
11l

273
274
275
276

(6) State reporting requirements. The program shall ensure
timely reporting of information needed by each manufacturer to cal-
culate required discounts and rebates, including information on total
units of dosage for each covered prescription drug dispensed in
Massachusetts after January 1. 1999 and an invoice for rebates due.

11l

278
279
280
281

(7) Manufacturer reporting requirements. Manufacturers shall
ensure timely reporting of any information required by the pro-
gram for calculating discounts and rebates, including average
manufacturers prices and information on total units of dosage for
each covered prescription drug dispensed in Massachusetts after
January 1, 1999.

282
283
284
285
286
287

(8) Term. An agreement shall be effective for an initial period
of not less than one year and shall be automatically renewed for a
period of not less than one year with an option for the commis-
sioner to negotiate higher discounts and rebates unless terminated
under subsection (9) of this section.

288
289
290
291
292

(9) Termination. A discount and rebate agreement between the
commissioner and a manufacturer of a covered outpatient pre-
scription drug may be terminated by:

293

294
295

(a) the commissioner for violation of the agreement or other
good cause shown following 60 days notice to the manufacturer
and the opportunity for a hearing, if requested by the manufac-
turer; or

296
297

298

-9
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300 (b) by the manufacturer for any reason, effective 60 days after
the commissioner receives notice.301

302 (10) Effect of termination, (a) any manufacturer terminated pur-
suant to subsection (9)(a) shall be prohibited from reentry into a
discount and rebate agreement with the commissioner for not less
than 90 days, unless the commissioner finds good cause for earlier
reinstatement of such an agreement;

303
304
305
306
307 (b) any termination under subsection (9) shall have no effect on

discounts applicable and rebates due before the effective date of
the termination.

308
309

(11) Other provisions. The commissioner, with the approval of
the advisory council, shall include whatever other provisions are
deemed suitable and necessary to accomplish the objectives of the
program.

310
311
312
313

In developing the model agreement, the commissioner and the
advisory council shall consider existing pharmaceutical pur-
chasing and/or assistance programs, including, but not limited to,
those operated by Medicaid, the Department of Veterans Affairs,
the Department of Defense, the Public Health Service, the state of
Minnesota and the Canadian provinces.

314
315
316
317
318
319
320 Section 8. Effect of model agreement
321 Nothing in section 7 above shall be interpreted as precluding

the commissioner from:322
323 (1) entering into agreements that would provide greater

discounts or larger rebates than the minimums established in
subsections (1) through (3) of section 7 above; or

324
325
326 (2) contracting with a purchasing agent to obtain covered out-

patient prescription drugs at deeper discounts than required under
subsection (1) of section 7 above as long as the requirements of
all other subsections of section 7 above are met.

327

328
329
330

Notwithstanding any other provision of law, any information
disclosed by a manufacturer under an agreement entered into pur-
suant to section 5 above or any information concerning discount
or rebate amounts disclosed by manufacturers or other parties pur-
suant to section 6 above is confidential and shall not be disclosed
by the commissioner, any member of the advisory council or any

331
332
333
334
335
336

ate employee or contractor in a form which discloses337
1) the identity of a specific manufacturer, wholesaler, retailer338

umer of covered outpatient prescription drug339

Section 9. Confidentiality
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(2) prices charged or reimbursed by such manufacturer,
wholesaler, retailer or consumer;

340
341

(3) discounts allowed by such manufacturer, wholesaler, retailer
or consumer; or

342
343

(4) rebates credited by such manufacturer, wholesaler, retailer
or consumer.

344
345
346

False reporting of information required pursuant to sections 5
and 6 of this act shall be deemed unfair methods of competition
and unfair or deceptive acts or practices under subsection (2) of
section 2 of chapter 93A of the General Laws.

347
348
349
350
351 OUTPATIENT PRESCRIPTION DRUG TRUST FUND.
352

There is hereby established an outpatient prescription drug trust
fund, which shall be administered and expended by the program
without further appropriation. The fund shall consist of all re-
bates paid to the commissioner pursuant to section 5 above; all
property and securities acquired by and through the use of monies
belonging to the trust fund and all interest thereon; less payments
therefrom for the purposes of the program. All interest earned on
amounts in said trust fund shall be deposited or retained in said
trust fund.

353
354
355
356
357
358
359
360
361

The commissioner shall from time to time requisition from said
trust fund such amounts as the commissioner deems necessary to
meet the current obligations of the program for the purposes of
said trust fund and estimated obligations for a reasonable future
period.

362
363
364
365
366
367

Amounts credited to the outpatient prescription drug trust fund
shall be used for the following purposes:

368
369

(1) To fund the drug assistance program established under
section 2 for the benefit of patients purchasing covered outpatient
prescription drugs filled and dispensed in Massachusetts, who
have incomes up to and including 400% of the state level of
poverty or who spend more than 3% of their gross income on cov-
ered outpatient prescription drugs, subject to availability of hinds
in the trust.

370
371
'll!
HI

373
374
375
376

The amount payable by the trust for a covered outpatient pre-
scription drug dispensed to an individual during a calendar year

i

Section 10. Penalties

Section 11. Establishment

Section 12. Purpose

378
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shall be equal to the greater of the statewide mean or the statewide
median of actual net payments received for each covered out-
patient prescription drug. For the purposes of this paragraph the
term "actual net payments received” means actual payments
received by retailers from patients and third parties, if any, less
any discounts or rebates received: provided, however, that dis-
counts and rebates offered to the Department of Veterans Affairs,
the Department of Defense or any other public program shall not
be included in calculating ‘‘actual net payments received”.

379
380
381
382
383
384
385
386
387

(2) To pay for services performed by a pharmacist that are not
currently required by law but that are consistent with standard
pharmacy practice and that further the purposes of the drug assis-
tance program established in section 2 to the extent deemed useful
by the commissioner with the approval of the advisory council;
provided, however, that no more than 14% of trust income earned
in any fiscal year may be used for this purpose.

388
389
390
391
392
393
394
395 (3) To pay administrative costs of the program from trust

income; provided, however, that no more than 5% of trust income
earned in any fiscal year may be used for this purpose.

396
397

(4) To pay administrative costs of the advisory council from
trust income: provided, however, that no more than 1% of trust
income earned in any fiscal year may be used for this purpose.

398
399
400

The commissioner may, with the approval of two-thirds of the
members of the advisory council, change the spending limits
imposed under subsections (1) and (2) of this section following a
finding that actual experience with the program warrants such
changes.

401
402
403
404
405
406 OUTPATIENT PRESCRIPTION DRUG ADVISORY COUNCIL.

Section 13. Establishment; composition407
There is hereby established an outpatient prescription drug

advisory council. Such council shall consist of ten members
appointed by the commissioner, three of whom shall represent
statewide organizations whose primary purpose is advocating uni-
versal health care, two of whom shall represent organizations pro-
viding legal services to low income clients, one of whom shall
represent an organization of Massachusetts senior citizens, one of
whom shall represent the independent retail pharmacies, one of
whom shall represent the chain retail pharmacies, one of whom
shall represent prescription drug manufacturers and the commis-
sioner, or his designee, who will serve ex officio, as chair.

408
409
410
411
412
413
414
415
416
417
418
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419 Each member shall serve a term of five years; provided, how-
ever, that in making the initial appointments, three members shall
serve for three year terms, three members shall serve four year
terms and three members shall serve five year terms.

420
421
422

The advisory council shall meet monthly unless six of its mem-
bers determine that fewer meetings per year are required to fulfill
its duties.

423
424
425

Section 14. Powers; duties.426
427 (1) The advisory council may hire one staff member who shall

have complete access to all information relevant to the operation
and administration of the program; and such consultants as it may
from time to time require, subject to existing law and the avail-
ability of funds from the trust.

428
429
430
431
432 (2) The advisory council shall be consulted and must give final

approval to: (a) policies and regulations proposed by the commis-
sioner, including but not limited to eligibility standards, required
for the administration and operation of the program; (b) trust bud-
gets and spending plans; and (c) any other matter specifically
referred to in this act.

433
434
435
436
437
438 (3) The advisory council shall submit an annual report to the

Governor, the commissioner, the joint committee of health care
and the committees of ways and means assessing, at a minimum,
the operation and administration of the program; the cost savings
to patients requiring covered outpatient prescription drugs; and
the expansion of coverage by the trust, making whatever recom-
mendations it deems appropriate to further the purposes of the
program.

439
440
441
442
443
444
445
446

Nothing in this act shall be construed to require any person to
enter into any agreement that would conflict with existing federal or
state law or that would constitute a taking under state or federal law.

447
448
449
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