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2003 SENATE STANDING COMMITTEE MINUTES 

BILL/RESOLUTION NO. SB 2088 

Senate Human Services Committee 

□ Conference Committee 

Hearing Date January 29, 2003 

Tape Number Side A 
1 
2 X 

Committee Clerk Shmature fl)~ ,, 

Minutes: 

SideB 
X 

Meter# 
2260 • end 

0-2852 

--

!':) SENATOR JUDY LEE called the pubJic hearing to order on SB 2088 relating to development of 

a pharmacy best practices and cost control program and to authorize additional prescription drug 

cost containment strategies in the medical assistance program. 

DAVID ZENTNER, Director of Medical Services for the Department of Human Services, 

appeared to provide infonnation regarding this bill. (Written testimony with attached letter) 

(Proposed Amendments attached) (Meter # 2420 .. 2865) 

DAVID ZENTNER: Explanation of what drugs are in the formulary process. (Meter #2870 • 

3110) 

GALEN JORDRE, Ex. Vice President of the ND Phannaceutical Association, testified in support 

of SB 2088, (Written testimony) (Meter 3210 M 3451) 

DAVE PESKE, Lobbyist for ND Medical Association, testified in support of the bill, (Copy of 

proposed amendments attached) (Meter # 3519 " 3930) 
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Senate Human Services Committee 
Bill/Resolution Number SB 2088 
Hearing Date January 29, 2003 

AL STENEHJEM, Ex. Direotor of the Mental Health Association, testified in support of bill. 

(Written testimony provided with an amendment) (Meter# 3940 w 5078) 

DAVID BOECK, a state employee and lawyer for the Protection & Advocacy Project, testified. 

He indicated this bill provides no immediate process to challenge the Department's "prior 

authorizationn decisions. This bill provides no opportunity to meaningful challenge a 

Department decision when a patient needs immediate treatment. He offered to work with the 

Committee to design appropriate amendments. (Meter# 5238 .. 5895) 

SENATOR BROWN: Fonnularies have worked for the general population. Why are you so 

concerned about the Medicaid population? 

DAVID BOECK: Many people covered by general insurance policies have the wherewitha11 to 

pay the difference between a formulary drug and a drug that is more expensive. Continued 

discussion. (Meter# 5939 - 6185) 

CARLOTI'A McCLEARY, works with the Federation of Families for Childrens Mental Health, 

testified in favor of the bill. (Tape 1, Side B, Meter # 6234 to end and Tape 2, Side A, 0-68) 

CALVIN ROLFSON, Legislative counsel to the Pharmaceutical Research and Manufacturers of 

America, testified in opposition to the bill. (Written testimony attached with suggested 

amendments) (Medicaid Drug Rebates States list attached) (Meter # 166 .. 1088) 

CHRIS WARD, Independent Counsel to PhRMA, testified in opposition, (Attachment given on 

graphs and charts) His testimony focused on health policy issues relating to prescription drug 

access for both pharmaceutical industry and for a variety of diseased patients' societies. Stated 

preferred drug list ... barrier to patient access. (Meter# 1130 .. 2750) 

) SENATOR LEE closed the public hearing for SB 2088. (Meter# 2852) 
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2003 SENATE STANDING COMMITIBE MINUTES 

BILIJRESOLUTION NO. SB 2088 

Senate Human Services Committee 

□ Conference Committee 

Hearing Date February 4, 2003 

Ta eNumber Side A 
4 X 

Minutes: 

Side B 

X 

Meter# 
5775 - 0 
0 .. 86 

SENATOR JUDY LEE opened the committee discussion on SB 2088 regarding the development 

of a pharmacy best practices and cost control program and to authorize additional prescription 

dt11g cost containment strategies in the medical assistance program. 

She said that there were two bills in the House that have to do with prescription drugs. We may 

end up kind up nullifying one another. Senator Lee suggested that consideration be given to not 

passing this bill so that we can work with the House hilt. It has much of the same stuff, but 

rather than focusing on the preferred drug list which the Dept. of Human Services would prefer, 

it would be a fonnulary ... drugs first choice, (Tape 4, Side A, Meter# 5775 - end and Side B, 0 

SENATOR ERBELE made a motion to Do Not Pass 

SENATOR BROWN seconded the motion. 

·1 Roll call was read. 6 yeas O nays. 
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Senate Hwnan Services Committee 
Bill/Resolution Number SB 2088 
Hearing Date February 4, 2003 

SENA TOR BROWN will be the carrier, (Meter # 86) 
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BIii/Resoiution No,: SB 2088 

FISCAL NOTE 
Requested by Legislative CouncU 

01/03/2003 

1 A. State fiscal effect: Identify the state fiscal effect and the fiscal effect on agency appropriations compared to 
~ di I I d rl l d un na eves an approo, atlons ant/cfoate under owrent law. 

2001 •2003 Biennium 2003-2005 Biennium 2005•2007 Biennium 
General other Funds General other Funds General other Funds 

Fund Fund Fund 
Revenues ($2,933,895 ($3,281,577 

Expendlturts ($1,000,000 ($2,933,895 ($1,178,318 ($3,261,577 

Appropriations 

1 B. County, city, and school district fiscal effect: Identify the fiscal effect on the appropriatB po/It/cal subdivision. 
2001·2003 Biennium 2003-2005 Biennium 2005-2007 Biennium 

School School School 
Counties Cities Districts Counties Cities Districts Counties Cities Districts 

2. Narrative: Identify the aspects of the measure which cause fiscal Impact and Include any comments relevant to 
your analysis, 

~ This bill pennits the Department of Human Services to establish a prior authorization process for perscrlptlon drugs provided 
._,..,.,· <' through the Medicaid Program. It would allow the Medicaid Program to establish a list of preferred drugs that would not require 

prior authorization, Drugs not on the list would require prior authorization before payment would be made by the Department. 
The ti seal impact of this bill has been included In the Executive Budget, 

3. State fiscal effect detail: For Information shown und6r state fiscal effect In 1A1 please: 
A. Revenues: Explain the revenue amounts. Prov/do detail, when appropriate, for each revenue type and 

fund affected and any amounts Included In the executive budget. 

The 1·eduotion in other revenues relates to Federal Medicaid funds. 

B. Expenditures: Explain the expenditure amounts. Provide detail, when appropriate, for each agency, line 
Item, and fund affected and the number of FTE positions affected. 

Gn,nt expenditures have been decreased by $5,383189~, with$ 1,725,000 being general funds. 

This anticipated savings Is offset by an Increase in operating expenditures of $1,450,000, with $725,000 being general funds for 
the contracting of progrrun services. 

This amounts to a not deorease ln expenditures of $3,933,895 with$ I 1000.000 being general funds, 

C. Appropriations: Explain the appropriation amounts. Provide deta/1, when appropriate, of the effect on 
the biennial 8pproprlatlon for each agency and fund affected and any amounts Included In the executive 
budget. Indicate the relatlonshlp between the amounts shown for expenditures and appropriations. 
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TI1e 2003 • 2005 Executive Budget lrtoludes the prior authorizntlon r 
$3,933,895 would need to be added to Medical Services bud t P lothce$s:i1 foor prescription drugs, If this hlJI does not pass, ge , w ,O 0,000 being general funds ' 

Name: Debra A. McDermott Agency: -- Human Services ---Phone Number: 328-369.S Date Prepared: 01/16/2003 
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Date: Q ~ .. D lf _.. ~ 
Roll Call Vote#: [!) 

2003 SENATE ST ANDING COMMITTEE ROLL CALL VOTES 
BILL/kESOLUTION NO. ~ 0 8 g 

Senate Human Services 

D Check here for Conference Committee 

Legislative Council Amendment Number 

Action Taken 

Committee 

Mo N~+- P~ 
Motion Made By ->-,ll=<k~_•_A--'-~--- Seconded By .k. ~),,.6'u.rYt.,I 

Senators 
Senator Judy Lee .. Chainnan 
Senator Richard Brown .. V. Chair, 
Senator Robert S, Erhe)e 
Senator Tom Fischer 
Senator April Fairfield 
Senator Michael Polovitz 

Total 

Absent 

f'{es) 

Floor Assignment 

Yes No Senators Yes No 
✓ 
\I 

/ 
v 
✓ 
v 

"' 

-· 

No 0 __ ..;::;_ ___________ _ 

If the vote is on an amendment, briet1y indicate intent: 

••••'• .,.,., ... ~. •• 4 ,.,.,~ •••-•• ,..~•••• •• .. ~•-•r 
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REPORT OF STANDING COMMmEE (410) 
February 5, 2003 7:41 a.m. 

Module No: SR-22·1886 
Carrier: Brown 

Insert LC: , Tltle: • 

REPORT OF STANDING COMMITTEE 
SB 2088: Human Service• Committee (Sen. J, Lee, Chairman) recommends DO NOT 

PASS (6 YEAS, 0 NAYS, 0 ABSENT AND NOT VOTING). SB 2088 was placed on the 
Eleventh order on the calendar. 

SR·2\?-1865 
(2) 01::SK, (3) COMM Page No. 1 
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TESTil\iIONY 

BY 
CAL VIN N. ROLFSON 

ON BEHALF OF 
PHARMACEUTICAL RESEARCH AND MANUFACTURERS 

OF AMERICA (PhRMA) 
IN OPPOSITION TO 

SENATE BILL NO. 2088 

My name is Cal Rolfson, I am the legislative counsel to the Phannaceutical 

Research and Manufacturers of 1'4merica (PhRMA). I appear on PhRMA behalf in 

opposition to Senate Bill 2088. 

The Phannaceutical Research and .Manufacturers of America (PhRMA) 

represents the country's leading research .. based pharmaceutical and biotechnology 

con1panies that are devoted to inventing medicines that allow patients to live longer, 

healthier and more productive lives. The industry invested more than 30 billion 

dollars in 2001 to discovering and developing new medicines. PhRMA companies 

are leading the way in the search for new cures for young and old alike. 

PhRMA opposes Senate Bill 2088 to establish a preferred drug list, a prior 

authorization progran1, and supplemental rebate program within the Medicaid 

program of the Department of Human Services (DHS), because it could be 

deleterious to the health of some of North Dakota's most vulnerable citizen~.•its 

Page No. 1 
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poor and elderly. It also would extract additional rebates from the pharmaceutical 

manufacturers when they already pay mi11ions of dollars annually to the North 

Dakota .Medicaid program. Senate Bill 2088 proposed to give to the Department of 

Human Services the authority to implement a preferred drug list (PDL}, a prior 

authorization program (PA) and seeks to extract additional supplemental rebates 

from pharmaceutical manufacturers for the Medicaid program. 

PhRMA recognizes the need to control the escalating health care cost in 

North Dakota. However, PhRMA remain opposed to programs that would impose 

additional Medicaid rebate require1nents on phannaceutical manufacturers, coupled 

with a prior authorization and preferred drug list program. This "triple-whammy,, 

would be potentially dangerous to the vary vulnerable populations served by the 

Medicaid program. 

According to Senate Bill 2088, the Department must cover non-preferred 

drugs if they are not on the POL, if the patient's participating Medicaid physician 

prescribes them. We applaud the state's proposal for upholding the integrity of the 

patient~physician relationship and also for recognizing that the patient's healthcare 

practitioner is the only one that can truly access the patient's therapeutic options .. 

not the government in Bismarck through a PA or POL program. 

According to the language in 2088, the Dcpartn1ent n1ust cover the patient's 
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drugs: 

a. If the preferred choice has not been effective, or with 
reasonable certainty is not expected to be effective, in treating 
the patient's condition, or 

b. When the pref erred choice causes or is reasonably expected to cause 
adverse or hannful reaction in the patient. 

These are important protections for the patient that should be in place. 

Nevertheless, even with these protections, the state should be wary of the ('.angers 

PA can present When the state gets between the patient and the physician, just 

because they are poor and elderly, bad things can happen. Let me cite some 

examples: 

Rcstrictin2 access to effective 1nedication may cause 

patients to suffer medically and, additionany, require more 

costly treatments in the Jona run for this state. According 

to a recent, November, 2002, survey conducted for the 

American College of Allergy, Asthma and hnmunology 

(ACAAI), over 90% of physicians believe Medicaid prior drug 

approval leads to substandard treatment and endangers patients. 

The survey reports that: " ... nearly all printary care physician 

feel that prior authorization will have a negative impact on the 

overall health of patients who need acute care or rescue 
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medication and that patients won't have access to the best 

available treatment (92% and 95% respectively.) Accordingly, 

prior authorization can cause healthcare spending to grow. The 

Arkansas Medicaid program reduced prescription drug costs by 

more than 5%; however, all other healthcare cost increased► 

including the cost of hospitalization and nursing home care, 

which resulted in a net increase in the cost to the state of $59 

million. 1 

The interference with medical care has been the subiect of Jl 

class action lawsuit brou2ht Jn Florida, Medical patients allege that 

Florida's irnplementation of a Medicaid prior authorizatiort program 

has resulted in dire medical consequences for certain Medicaid 

populations, As examples: 

a, In one circumstance, a liver transplant patient did not receive the 

appropriate immunosuppressant drug to treat a fungal infection 

because the drug was not on the prior authorization program. 

The patient began rejecting his liver and had to be hospitalized 

1"Prescription Policy Saves West Virginia Money, tvledicaid Officials Said'\ 
July 14, 1999, the Charleston Gazette. 
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for two weeks. While in the hospital, he was able to obtain the 

appropriate drug and was stabilized. However, upon discharge, 

he was again unable to receive the appropriate drug and his 

health has deteriorated and remains precarious. 

b. Another patient had to be hospitalized several times because of 

chest pains and hypertension after the appropriate drugs were 

denied to her because they were not on the prior authorized or 

preferred drug list. 

c .. Out of 1,827 drugs eligible for inclusion at the start of the 

Florida Medicaid prior authorization program, because of the 

federal rebate agreement, only 830 drugs were included in the 

Florida program. 2 

Newer dru2s save lives and cost. Critics sounding the alarm over 

increases in phannaceutical spending and the use of new drugs are not 

taking into consideration the economic benefits associated with newer 

drugs. Research demonstrates that use of newer drugs increases life 

2Bauman, Naomi Lopez, "Playing Doctor in Tallahassee: How Law Maker's 
Efforts to Save Money May Threaten Quality Care for Mentally Ill Medicaid 
Patients," James Madison Institute Policy Report #37, March, 2002. 
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expectancy, improves quality of life, and can mean lower healthcare 

spending overall. A recent study prepared by the United States 

Department of Health and Human Services reported: " ... new 

medications are not simply more costly than older ones. They may be 

more effective or have fewer side effects; some may treat conditions 

for which no treatment was available. "3 

Another recent study published in the journal Health Affairs, stated: 

" ... estimates indicate that use of newer drugs tends to reduce all 

types of non-drug n1edical spending, although the reduction in 

inpatient [institutional] spending is far from the largest. This reduction 

of $71.09 in non .. drug spending is much greater than the $18.00 

increase in prescription cost, so using a newer drug results in a 

substantial net reduction in the total cost of treating a condition."4 

In conclusion, I urge the committee to reject the restrictive and potentially 

3Merlis, Mark, "Explaining the Growth in Prescription Drug Spending: A 
review of recent studies" a background report prepared for the Department of 
Health and Human Services, conferences on pharmaceutical pricing practices, 
utilization and cost, August g .. 9 .. 2000. 

4Lichtenburg, Frank R., "Are the Benefits of Newer Drugs Worth Their 
Costs? Evidence from the 1996 MBPS "Health Affairsu September .. Qctober 2001, 
p. 241-251. 
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harmful public policies proposed in Senate Bill 2088. PhRMA will be happy to 

work with the Department to help draft a better proposal that is more cost effective 

and reflects the dignity to which our poor and vulnerable citizens are entitled in 

North Dakota. 

I would be pleased to respond to questions. 

Calvin N. Rolfson 
Legislative Counsel 
PhRMA 
(Lobbyist No. 144) 
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Senate Human Services Committee 
Fifty-eighth Legislative Assembly of North Dakota 

Senate BIii No. 2088 
January 28, 2003 

Good morning, Chairman Lee, and Members of the Senate Human 

Services Committee. I am David Boeck, a State employee and lawyer for 

the Protection & Advocacy Project. The Protection & Advocacy Project serves 

people with dlsabllltles, many of whom receive Medicaid benefits. 

Proponents of this bill have accepted an ambitious mission, guided by 

three key principles: (1) save money, (2) maintain high quality In 

prescription drug therapies; and (3) do not compromise the health of 

Medicaid recipients. If enacted, this legislation must serve all three 

purposes. 

Several proposals In the blll appear particularly promising though many 

questions arise about how these provisions would work. Briefly, I 

summarize several concerns about the bill. 

➔ A drug formulary can be effective at reducing costs but there are 

disadvantages to some formulary practices, The law should ellmlnate 

or minimize those disadvantages. For example, a drug formulary 

might group many drugs together, though they are substantially 

different. For example, aspirin and morphine are both pain 

medications. 

➔ A drug formulary might clump together many diseases and conditions 

that respond quite differently to specific medications. Ar, example Is 

low blood glucose, which might arise from lnsulln~dependent diabetes, 

non .. lnsulln dependent diabetes, or pancreatic cancer, among other 

diseases and conditions, 

➔ One patient may respond much dlf1\:.t'ently to a medication than 

another with the same disease or condition. A patient with a migraine 
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headache may respond much differently to the same medication at 

different times, A patient with a migraine headache may respond 

differently to a medication In the very early stages of a migraine 

headache than later In the course of the migraine. 

➔ There are plans to reduce the census at the State Hospital. A patient's 

success at returning to the community may depend upon the 

avallablllty of a specific psychotropic medication. One patient's mental 

Illness may respond much differently to one psychotropic medication 

than another patient with the same mental Illness. 

➔ Qff .. label uses of prescription medications are relatively common. For 

example, several antidepressant medications were widely prescribed to 

treat pain for years while It was an off-label use, 

➔ How long will It take to get a particularly promising new medication on 

the formulary? This Is particularly Important when there are no 

medications available that consistently provide successful treatment. 

Controls over prescription practices could have a very significant 

Impact on the practice of medldne. That Is certalnly a goal of this 

proposal. WIii these controls be subject to oversight by physicians who 

speclallze In the treatment of a particular disease affected by a 

preferred drug? 

➔ Controls over prescription practices could have a very significant 

Impact on the practice of pharmacy. That appears to be a goal of this 

proposal. WIii these controls be subject to oversight by pharmacists 

with relevant expertise? 

It Is especially Important to have Input from practicing pharmacists and 

specialty physicians. For many diseases and conditions, It Is very Important 

that the system be open to new medications. This blll needs some quality 

control over creation and Implementation of the formulary. 
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This bl/I provides no Immediate process to challenge the Department's 

"prior authorization" decisions. This bl/I provides no opportunity to 

meaningful challenge a Department decision when a patient needs 

Immediate treatment. A process should be Included In the bill. 

I have not brought proposed amendments to this hearing, I offer to 

work with the Committee to design appropriate amendments. 

Thank you. I am happy to answer any questions you may have. 
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Mental Health Association In north Dakota ;A~ 

SB 2088 

Senate Human Service Committee 

Mental Health Association in North Dakota 

Allan Stenehjem 

Madam Chair and members of the committee, my name is Allan Stenehjem. I am the 

executive director of the Mental Health Associatlon in North Dakota. The MHA is a 

nonMprofit volunteer citizens organization affiliated with the National Mental Health 

Association, 

One of the primary missions of the Mental Health Association in North Dakota is to 

ensure the availability of appropriate, al:cessible, and adequately fundr.d treatment and 

support services for persons with mental illnesses throughout the state of North Dakota, 

During the last 3 M 4 decades, our organization has worked closely with the leg1slature, 

the Department of Human Services, consumers and their families to move our state's 

delivery system from an over reliance on institutional or custodial care to a communityM 

based system of care that enables them to be independent productive citizens. 

One of the greatest challenges government. faces is how it incorporates, or fails to 

incorporate, areas of progress and success into fiscal planning, That is largely the result 

of the constitutional structure and function of the legislative and executive branches in 

our state, 

Honorarv Chairs 
Past Presidents, 
National Mental 

Health Assotlatlon 
Richard Weber 
Bismarck, 1995-96 
Michael unJhem 
Fargo, 1987-88 
Gerldee Wheeler 
Bismarck, 1967-68 

Bach year, the executive branch produces an executive budget proposal. In creating that, 

each agency is individually asked to submit its budgetary requirements for consideration, 

Each agency provides its own framework, absent any input or reflection upon 

\~ programmatic implications in other agencies. Thus, the proposed state budget often times 

511110 office , Mental Health Association In North Dakota , 1459 Interstate Loop • PO Box 4106 • Bismarck, ND 58502-4106 • 701-255-3692 • 701·255-2411 fax 

Regional Office , Mental Health Association In North Dakota , 124 North 8th Strnut • Fc1rgo, ND 58102-4915 • 701-237-5871 • 701-237-0562 fa)( • 
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Each agency provides its own framework, absent any input or reflection upon 

programmatic implications in other agencies. Thust the proposed state budget often times 

does not recognize that while an increase in medication expenses in DHS's Medicaid 

budget is offset many times over by millions of dollars being saved in the State 

Hospital's budget as it is able to continue to downsize it's psychiatric hospital. 

Conversely, as access to medications that are critical to the treatment of persons with 

mental illness in the state is restricted to save scarce resources in the Medicaid budget, it 

is offset by millions of dollars needed to support the State Hospital. 

During the budget hearing this session on the State Hospital, t.he superintendent stated, 
11the dnHy patient census and admissions to the hospital continues to decline." He cited 

the number one reason for this decline as being "The decrease in popu1ation was made 

possible because of the avaiJability of psychotropic medications." The other is the state's 

commitment to developing community-based services for the treatment of mentnJ illness. 

Without effective medications, the trend toward community-based treatment and 

recovery cannot continue. Admitted]y, additional dollars have been spent in North 

Dakota for new drugs to treat mental illness. But they have helped save millions of 

do11ars in in~patie1 :t admissions to the State Hospital and other in patient treatment 

centers. 

Throughout the country, and North Dakota is no exception1 stat.e legislators are grappling 

with the issue of how phannacy expenditures under Medicaid and other public health 

programs can be effectively managed. 

Ur1der consideration are various management techniques that will restrict access to 

expensive drugs. The most prevalent of these techniques is the establishment of preferred 

drug lists (PD Ls) and the creation of prior authorization (PA) limitations or restrictions 

for all drugs on the preferred list. 

2 
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The question for you today is: what is an appropriate, effective and fair public 

management policy for access to psychotropic drugs? Psychotropic drugs work 

differently from other drugs. Pharmacy benefit management procedures such a.~ prior 

authorization may not cause problems for the treatment of physical ilJness; however, they 

wm adversely affect the treatment of persons with mental illness. 

There are several fundamental considerations that indicate that the drugs used for the 

treatment of mental illness1 psychotropic drugs, should be afforded full POL status and be 

exempted from prior authorization requirements. 

The Mental Health Association in North Dakota urges you to consider not including 

Psychotropic drugs in the Preferred Dmg List and Prior Authorization as proposed in SB 

2088 for the following reasons: 

1. Psychotropic Drugs Are Different From Other Drugs. 
a. The average patient response time for psychotropic drugs is from 3 to 6 

weeks. and can be even longer. Most other medications have a response 

time of hours or even minutes. The necessary time for eliminating the 

effects of psychotropjc drugs is similarly lengthy, 

b. Psychotropic drugs are far more likely to induce distinctive treatment 

responses in patients than are other medications. 

c. Psychotropic drugs are associated with a considerable number of adverse 

side effects. especially when medical co-occurring conditions, treated and 

untreated, are present. 

d. Compliance is a significant issue when treating persons with mental illness 

with drugs, and all the preceding fa!::tors contribute to making compliance 

even more difficult. 

2. ~estrictlons to Medication Impair Clinical Decis:on 

Making/Patient Care 
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a. The special complications for clinical decision making created by 

psychotropic drugs demand that interference with physician choice be 

minimized. 

b. Restrictions imposed by fonnulary management will interfere with clinical 

choices necessary to provide the most appropriate medical care, i.e. the 

most tolerable and effective treatment for each individual patient. 

c. Physician, not third parties, should make medical decisions, 

3. Effective Psychotropic Drugs Are Essential to Maintain Perso~ 

with Mental Illness in the Communit1:. 

a, Patients who do not receive the appropriate psychotropic drugs are often 

unable to function as members of the general community and may require 

hospitalization. 

b. Failure to ade4uately provide access to psychotropic drugs may creat~ an 

ADA violation (Olmstead) because the state wilJ not be providing the 

necessary services for all individuals that will keep them from unnecessary 

institutionalization. 

c. The goals of mental health system reform, i.e. community-based 

placement and treatment, wm be undermined if _patients access to 

appropriate drug treatment in restricted. 

4. Negative Fiscal Impact Created by Restriction of Access jg 

Medications. 
a. It is well established that restricting access to drugs often fails to achieve 

the intended goal of cost containment because unanticipated problems are 

created that necessitate greater utiHzation of the overall health system. 

b. Initiatives to reduce Medicaid and other public health program pt1armacy 

expenditurt;s must take into account the effect of l) reduced federal 

financJal participation for decreased state expenditures on pharmaceuticals 
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and 2) increased state expenditures for more cost1y hospitalizations and 

other intensive outpatient services, 

c. Mental illnesses are often chronic conditions that create substantial 

disability. The ilJnesses are often correlated with other costly social 

p.roblems such as unemployment, homelessness, and incarceration, 

Inappropriately treated mental illness clearly has consequences for the 

community at large as well as for the individual diagnosed with tht~ 

disorder, 

Madam Chair, for these reasons I would like to offer the following amendment to 

exempt Psychotropic Drugs from Preferred Drug Lists and Prior Authorization 

requirements. 
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MentM Health Auoci.tlon In north Dakota 

"The department shall not prior authorize or otherwise restrict drugs prescribed for the 
treatment of: 

-~ 

Honorarv Chairs 
Past Presidents, 
National Mental 

Health Association 
Richard Weber 
Bismarck, 1995·96 
Michael Unlhem 
Fargo, 1987·88 
oerldee Wheeler 
Bismarck, 1967-68 

1) a mental illness, as defined ln the most recent publication of the American 
Psychiatric Association's Diagnostic and Statistical Manual of Mental Disorders; 

2) HIV/AIDS0 

·:) 
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PROPOSED AMENDMENTS TO SB 2088 

Senate Human Services Committee 
January 27, 2003 

Page 1, line 9, after "services" insert ", with the concurrence of the drug 
utilization review board established under 42 U.S.C. part 1396," 

Page 2, line 4, after "The" insert "patient's health care provider has determined 
that the,' 

Page 2, line 6, after "The'' insert "patienCs health care provider has determined 
that the'' 

Page 2, line 11, after the period insert "This subsection does not apply to 
pharmacy benefit coverage of drugs for the treatment of mental health or human 
immunodeficiency virus conditions.,, 

Page 2, line 12, replace "is authorized to" with "shall" 

Renumber accordingly 
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NORTH DAKOTA 
PHARMACEUTICAL 
ASSOCIATION 

1906 E Broadway Ave, 
Bismarck, ND 58501w4700 

Tel. 701w258-4968 
Fax 701w258-9312 

e-mail ndpha@nodakpharmacy.com 

Testimony before the Senate Human Services Cotnmlttee 
SB 2088 

Wednesday, January 29, 2003 
Galen lordre - Executive Vice President 

My name Is Galen Jordre and I am the Executive Vice President of the North Dakota Pharmaceutical 
Association (NDPhA) an organization that represents the 700 pharmacists practicing In the state, The 
NDPhA Is here to support the Intent of SB 2088. 

The NDPhA has gone on record In support of a preferred drug 11st for the Medicaid program and the 
prior authorization program needed to lmplament the 11st. The purpose of this bill ls to give the 
Department of Human Services the tools necessary to manage utlllzatlon of prescription drugs within 
the Medicaid program, 

The Intent of the blll ls to provide the Department with the same type of tools that are used by 
private health Insurance gr-oups. Because of federal regulations the Department cannot provide 

1~ standard Industry practices such as differential or tiered coMpayments to Influence choice of 
{ ) prescription drugs, The prior authorization review process then becomes necessary to Insure that the 

..... preferred drug 11st Is utilized to the greatest extent. 

While the bill gives the Department the authority to contract with a third party to Implement the 
program, we feel that there should be language within the blll for the Drug Utlllzatlon Review (DUR) 
Board to provide Input Into the management process. This langua\:)e should create a more formal role 
for the DUR Board In the process and establish parameters to Insure that the practices Implemented 
by the third party will meet federal requirements and act to achieve best therapeutic outcomes for 
Medical<": recipients. We are willing to work with the Department and other Interested parties to 
develop amendments that wlll achieve those purposes. 

We support the Initiative shown by the Office of Management and Budget and the Department of 
Human Services to btlng these controls to the prescription drug program, They are essential to the 
long .. term provision of cost .. effectlve prescription drug services to the Medicaid program. We ask for 
your favorable consideration of this bill. 

OFFICERS 808 TRl:ITUNE, R,Ph, I WADE BILDEN, R.Ph, CURTIS McGARVE't', R.Ph, I GALEN JORDRE, R.Ph. 
2002 .. 2003 President President-Elect Vice-President Exocutlve Vice Pre!!ldent 
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PROPOSED AMENDMENTS TO SENATE BILL 2088 

Page 1, line 12, after "include11 insert "ft.liliarmaceutical manufacturers drug access program 

for low income citizens0 and remove ".D...121'.rubrred list of coveo,cr 
Page 1, remove line 13 

Page 1, line 14, replace "particular diseases and conditions, including generic alterations/' 
with "2nly those,u 

Page 1, line 15, remove "J.nQJuding a prior authorization review process.," and remove 

Page 1, 1ine 17, after the period, add "in order to promote efficiency and savings. the 

depf.\rtment shall create and implement the broadest possible list of generio and 

multi-source dru&s thnt can be acguired at the maximum allowable cost. The 

department shall also maximize utilization of all edit progrDJll§ that pertait1 to 

payment of Medicaid phannaceutical claims. The deparhnent shall disclose to th~. 
L~gislative Assembly and any standing or interim conunittee_of the Legislative 

Assembly requesting it. a complete listing of all such available department edit 

programs, Upon discJosure. the department shall provide to the Legislative 

Assembly and any committee of the Legislative Assembly requesting it. a final date 

for implementing such edit programs," and remove "The department Qf' 

Page 1, remove lines 18 through 22 

Page 2, line 4, replace "The" with "After a medk:ally reasonable period of time. th~" and 

after "ll" insert "detennined by the de_partment. in consultatio11 with the medical 

Msistance recipient's health care provig~,. 

Page 2, line 6, replace "is reasonably" with ccwith reasonable certainty isu 

Page 2, line 8, before uThe0 insert "The detenninations required in subdivisions a and b 

must be made in writing as to each patient." 

Page 2, remove line 12 and 13 

Renumber accordingly 
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America's Population Is Aging 
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Drug Access Restrictions 
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Ward Health 
Strategies Advancing Innovation 

Incremental pharmaceutical Innovation allows phys/clanR to tailor treatments for 
depression to Individual patient needs. 

Incremental advances In drug development represent the evolution of safer and more 
effective drug therapy, One of the great misunderstandings about new drug development 
Is the dlsmlssal of new agents In a drug class as 11me-too' drugs, predicated on the belief 
that these products essentially duplicate the orlglnal breakthrough product I All 
Important benefit of Incremental pharmaceutical Innovation Is that It creates product 
altematlves that allow treatments to be tailored to Individual patient needs. An oxample 
of why this Is so Important for patient care Is found In the variation of how patients 
respond to selective serotonin re-uptake Inhibitors (SSRls), a widely-used drug class for 
the treatment of depression. 

In one study of patients treated with SSRls for depression 26% of patient who did not 
respond to fluoxetlne did respond to sertrallne. w Conversely another study concluded that 
63% of patients who failed to respond to setrallne responded to fluoxetlne, 111

• And a third 
study concluded that the overall success rate from switching from one SSRI to another 
WaS 51%,lv 

0. overall SUCCIH Rat• ot Switching SSRI• 

I 

Patkints who Rt■ponded to S.tralln• after 
F■lllng to RHpond to Fluox1tln1 

Patltnta who Rt■pond~d to Fluoxttln• after 
F■lllng to Rt1pond to Sartr■lln• 

All of the drugs within this class are effective In the treatment of depression but t'oie 
challenge for physicians lies In the wide variation In how Individual patients respond to 
specific drugs, The avallablllty of a variety of medications within this drug class allows 
physicians to find the right drug therapy that safely and effectively meets the needs of 
Individual patients. 

1 A. Werhelmor, r~. levy, T, O'Connor, Too May Drugs? rhe Cllnlas/ and t:conomla Value of lncremente.l 
lnnovsflons. I nvestlng In Health: rha Socia I and Eoonom/o Benefits of health care lrmovatlon Volume 14, 
f lsevlijr Solo nee Ltd. 2001 
1 Zarate, C.A,, et al, (1998) Does Intolerance or laok of response with ftuoxetlne predict the same wlll happen 
with Setrallne? Journal of Cl/nice/ Psychiatry, 57, 67-71 
111 Thase, M.E., et al, (1997) Fluoxetlne treatment of patients with major depressive disorder who falled lnltlal 
treatment with setrallne. Journal of cllnlaal Psychiatry, 58, 16-21 
iv Joffe1 R,T, 1 et al.(1998) Response to an open trlal of a second SSRI In major depression. Journal of 
Cllnlasl Psychiatry, 57, 114-115. 
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Ward Health 

Strategies Access to Innovation 

Policies that support Incremental as well as breakthrough Innovation are essential 
to Improving c/lnlca/ and economic outcomes In the treatment of diabetes. 

Most medical advances come from Incremental Improvements on existing therapies­
from a series of small steps forward rather than from great leaps or breakthroughs. 
Pharmacoutlcal research has yl,=,,lded an array of Incremental advances that offer 
substantial clinical and economic benefits In the treatment of diabetes. 

Because of the many pharmaceutical options available, diabetes treatment can be 
tailored to indlvldual patient needs. 11Medlcatlons for diabetes reduce blood glucose 
levels In several different ways. Some lncreasa the amount of Insulin secreted from 
pancreatic cells. Others allow Insulin that is already present to be used more effectively. 
A third group reduces the breakdown of carbohydrates In the gastro-lntestlnal tract so 
that less sugar Is absorbed. No single currently available agent appears to be superior 
when used as monotherapy and combination therapy Is often Indicated." 1 

The primary cost of treating diabetes comes from short-term hyperglycemia and from 
long term compllcatlons. An analysis of Intensive treatment of type 11 diabetes found that 
achieving normal blood sugar levels reduced the Incidence of serious complloatlons (see 
chart) and raised life expectancy by 1.4 years. u 

,--

The Impact of Achieving Normal Blood Sugar Levels In 
Reducing Diabetes Complloatlons 

-"M-
•72°/4 -67% 

-87°/, 
Re,duced Incidence of Incidence of Bllndneas Incidence of Lower 

End-stage Renal Extremity Amputation 
Dlst11e 

Controlling diabetes demands lndlvlduallzed patient care ber'8use of the complex nature 
of the disease, the diversity of the diabetic populatlon and the fact that diabetes often 
occurs concurrently with otl 1er medical condltlons. 111 Improved diabetes management 
leads to quality, cost-effective outcomes and underscores the Importance of pollcles that 
encourage and support the research that fosters Incremental as well as breakthrough 
Innovation. It also reinforces the Importance of ensuring that patients have access to 
choices In drug treatments. 

1 o, Nash, at al., ihe Importance of Individualized Pharmaoeutlcal Therapy In the Treatment of diabetes 
Mellltus, Disease Msnagement, Vol.4 1 Supplement 1, 2001 
11 Eastman R., et al, Model of complloallons of NIOOM, Analysis of the health benefits and coot-effectiveness 
of treatlng NlDDM with the goal of Normoglyc1nr1la, Diabetes Care 1997, 20:735-744, 
111 O. Nash ot al. 
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Ward Health 
Strategies Advancing Innovation 

Incremental advances In pharmaceutical Innovation help lower drug oosts while 
Improving the quality of care. 

Most major advances In drug therapies come from Incremental Improvements - the 
development on new agents within existing drug classes. The process of evolution of 
drug therapies results In the development of safer, more effective medicines that are 
usually easier to use, have fewer side effects and are less costly. 

The avallablllty of a variety of medications within a drug class Increases price 
competition, since Incremental Innovations must compete for market share with existing 
drugs. 

Average Discount of New Drugs Launched In Existing Classes* 

Calcium Channel Proton Pump 
Ace lnhlbltora(2) St■tlna(2) Block,,..(2) Antkltpre•Hnt1 (3) lnhlbltora(2) 

I 

[~ 
I 

I I I 

•7,5% 
-1'1,9% 

·23.3o/. 
·31,7¾ 

-41.6% 

•source,• Adapted from DIMassl 

An analysis of. pricing trends of 20 new entrants to drug classes In eight therapeutic 
areas that account for more than half of total retail drug expenditures In 1999, reveals 
that the majority of new drugs were launched at discounts (often subst~ntlal) to the 
average price of existing drugs within the therapeutic class. 1 Of 20 drugs examined 13 
were launched at prices at least 5% and as much as 53% below the average price, 5 
were launched at a price ranging from parity to a 5% discount and 2 entered the market 
at a premium to the average price but stlll discounted relative to the price leader. 
Mover time, Incremental Innovation has resulted In striking Improvements In existing drug 
therapy and patient care, and In some cases reduced total costs for therapy" 11 

1 Joseph A OIMassl, Ph.Di Price rrends for Prescription Pharmaoeutlaa/s: 1995•1999, A background report 
prepared for the Department of Health and Human Services Conference on pharmaceutlcal Pricing 
Praotloes, Utlllzatlon and Costs, August 2000 

11 A. Werhelmer, R. levy, T, o·connor, Too Msy Drugs? The Cllnlcal and Economlo Value of Incremental 
Innovations. lnvestln,1 In Health: The Soolal and Economic Benefits of heAllh care Innovation Volume 14, 
Sleevler Science Ltd. 2001 
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(0PPTA 
Plasma Protein Therapeutics Association 

(ePPTA 
Pl11Sn11 Protein Therapeutics Assodatlon 

January 17, 2003 
Reference No.: PPSA03009 

Honorable Judy Lee 
Chairman 
Senate Human Services Committee 
State Capitol 
600 East Boulevard 
Bismark, ND 58505-0360 

RE: Senate Bill 2088 of 2003 - An Act to Create a Pharmacy Best Practices and 
Cost Control Program 

Dear Chairman Lee: 

The Plasma Protein Therapeutics Association (PPTA) asks that the Senate Human 
Services Committee amend Senate BIii 2088 to exempt plasma-derived and 
recombinant analog therapies (collectively, "plasma therapies") from prior authorization 
under North Dakota Medical Assistance, and to require that plasma therapies be 
Included on the preferred drug 11st created under that leglslatlon. Subjecting plasma 
therapies to prior authorization would compromise the access of North Dakota Medical 
Assistance recipients to the treatments necessary to treat bleeding disorders, Immune 
system deficiencies, hepatitis, Alpha .. 1, and bums and shock, while doing little to reduce 
Medical Assistance expenditures. 

PPTA Is the primary advocate for the worfd 1s reading producers of plasma therapies. 
PPTA's member companies produce 80 percent of the plasma therapies used In the 
United States. While PPT A recognizes the need to control escalating prescription drug 
("..Osts under Medical Assistance, we do not believe that plasma therapies, used to treat 
unique, life-threatening diseases and medical conditions, are driving those program 
costs. Plasma therapies constituted only 0.65 percent of annual expenditures under the 
North Dakota Medical Assistance program In 2001. The use of plasma therapies Is not 
driven by mass media advertising, and they are not purchased at the comer pharmacy. 
Moreover, plasma therapies they do not have generic equivalents that can be 
substituted under a prfor authorization system. Therefore, we believe that It was not the 
Intention of the North Dakota Office of Management and Budget to capture plasma 
therapies In Senate BIii 2088 and subject them to prior authorization. 

Plasma therapies are designed to treat hlghly unique, life-threatening, and often chronic 
diseases. They require a series of complex manufacturing steps, valldatlon criteria, and 

MIIUfll ~ 247 Old Sotomons Island Road • Suite 100 , Annapolis, MO 21401 USA 
Wuhflllttll Offlct1 Washlnston Harbour, Sutte 400 • )oso K Strfft NW• Wuhlnst~n. DC 20001 USA IA!,.. Offlctt Boulevard Brend Whitlock 114/s , uoo BrUS$tl$, BELGIUM 

tth 2oa,789,3soo, rax14io,263,2298 • •mall: pptaopptaslobal,ors, www,plasmathtraptutlcs,ors 
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Reference No.: PPSA0309 
Page 1 of 2 

constantly evolving viral Inactivation processes, all to ensure safety and efficacy. It Is 
cruolal that, as a matter of public policy, the Individuals threatened by the unique, 
life-threatening, and often chronic diseases that plasma therapies treat not be denied 
access In a timely manner to the treatments they need. 

Plasma therapies are different from the commonly advertised, compound-based 
pharmaceutical products that are the target of the Medical Assistance program's 
cost-cutting efforts. Consumers are not rushing to their healthcare providers or their 
neighborhood pharmacies to seek plasma therapies after seeing the therapies 
advertised in the mass media, as with many of the products subject to prior 
authorization under Senate BIii 2088. It Is Important to understand that a patient with 
lntracranlal bleeding who Is In need of a blood-clotting therapy cannot wait the 24 hours 
that prior authorization procedures could take to allow a healthcare provider to prescribe 
his or her therapy. Applying prior authorization to plasma theraplet1 could have dire 
consequencos for the patients relying on those therapies. 

For these reasons, PPTA asks that the Senate Human Services Committee amend 
Senate BUI 2088 to exempt plasma-derived and recombinant analog therapies 
(collectively, uplasma therapies") from prior authorization under North Dakota Medical 
Assistance, and to require that plasma therapies be Included on the preferred drug fist 
created under that leglslatlon. 

Thank you for your attention to these Issues, We are available to answer any questions 
that the Senate Human Services Committee or the Office of Management and Budget 
might have on pJasma therapies. 

Sincerely, 

Christopher P. Healey 
Executive Director 
PPTA North America 

cc: Ms. Pam Sharpe, Interim Director, North Dakota Office of Management and Budget 

, ··-- •·-• .. , ,, . _, __ , . . ..• , ,.',,·:, • /', ·, .. ,.,_ ·. . . . . ., ... --~·-"··-'-............ · ---·--···----··-·-··---·· .. · ....... --.. l· .. -, ... a .... :~-
Th• •fcroor1Pttc fflllttl an tM, film are accurate reproductions of reeordt deltvtred to Modtm lnformtton 1Ytt• for ••1

:•1• ~Mt 
wtr• fflMtd tn the rt9Ul1r courtt of bultnu,, The photooraphto p~ocH1 1110et1 standardt of the Amtrtcan National •tandl 1 I'll f ttlt 
(AMII) for archival 111fcrofflM, NOTICS1 If the fllllltd l1111ae above ts le _legible than thfa Notice, ft fa due to tht qutl ty o 
dociant being f Hlllld. 

I 



?ZtJd~ '1:>ak,~~ Prior Authorization of 
_ 'Pledi~J Pu2~: 

Background: 

Under federal Jaw, drug companies must 
provide states with a Medicaid rebate. Even 
with the rebates, the North Dakota Medicaid 
Program's expenditures for prescription drugs 
have risen 126 percent since 1997. 

Faced with rising drug prices and revenue 
shortfalls, many states are exploring ways to 
curb increases in their Medicai<l prescription 
drug budgets. Their goal is to preserve vital 
health benefits for low-income and older 
residents without raising taxes. 

During the first year of the 2001-2003 
biennium, the North Dakota Department of 
Human Services spent $41.6 million on 
prescriptions through Medicaid. Increases in 
this budget area, if left unchecked, may force 
reductiorw in other health services provided to 
low-income, vulnerable state residents. A prior 
authorization process similar to the private 
sector, could address this. 

N.D. Medicaid Program 
Prescription Drug Expenditures 

In Mllllons of Dollars 
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__ Pr~s~ri~tion Drugs _______ _ 
What is the state's Medicaid Program 
doing to curb rising drug costs? 

The North Dakota Department of Human 
Services is working to contain Medicaid 
prescription drug costs. The department has 
already implemented Maximum Allowable 
Cost (MAC) for generically available drugs. 
Thi~ means that Medicaid has started using a 
payment schedule that is comparable to what · 
private insurance companies use in the state. · 
Pharmacies wiU be paid more appropriately 
than under the oJd payment system, which 
often resulted in the taxpayer-funded Medicaid 
program paying more for idrntical prescriptions 
than health insurers in North Dakota. The 
department is also continuing its physician 
education efforts. 

ln addition to these initiatives, Governor 
Hoeven' s Administration is proposing to 
expand the Medicaid Program's prior 
authorization requirements to include some 
prescription drugs (Senate Bill 2088). The 
federal Department of Health and Human 
Services must approve this change in the state 
Medicaid Program, 

What is prior authorization? 

Prior authorization is used by public and 
private health insurance to ensure that covered 
individuals use services appropriately and in 
the most cost effective manner. Prior 
authorization means that people must seek 
approval from their insurer ( or Medicaid) for 
certain services before obtaining those services. 
Over 45 states use prior authorization in their 
Medicaid phannacy programs. 

The North Dakota Medicaid Program already 
requires prior authorization for some medical 
services. For example, people covered by 
Medicaid who seek nursing home care are 
screened first to assure that their medical needs 
warrant skilled nursing care, The state also 
requires Medicaid recipients to obtain prior 
authorization before receiving orthodontics for 
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children, durable rnedicul ~4uipment und 
supplies costing over $200, non-emergency 
out .. of-stute services, und a fow other services. 
The proposal to require prior authorization for 
prescriptions would apply to some prescl'iption 
drugs, Prior authorization may be required for 
prescription drugs when there is evidence that 
other products may produc~ the same desired 
effect for less cost. 

How would prior authorization affect 
people? 

To be approved by the federal government, 
state Medicaid programs must safeguard 
consumers and ensure that people can obtain 
medically necessary drugs. In the 46 states that 
have prior authorization for prescriptions, 
people continue to have access to appropriate 
medications. 

The state is proposing to adopt portions of the 
prior authorization policies and processes now 
used by Blue Cross Blue Shield of North 
Dakota (BCBS)t which are based on drug 
safetyi drug effectiveness, and lastly on cost. 
Any priot· authorization requirements would be 
implemented over time. There is a possibility 
that people already receiving certain 
medicatious would be "grandfathered in.° if 
their medication later required prior 
authorization. The prior authorization would 
apply to new Medicaid prescriptions. 

What does prior authorization mean 
for providers? 
If a physician and patient believe that a 
presc1iption included under a prior authori• 
zation requirement would be the most 
appropriate treatment, they would simply seek 
prior authorization so that Medicoid would 
cover the cost. 

Because the department is proposing to adopt 
portions of the existing prior authorization 
process used by BCBS, the largest health 
insurer in North Dakota, physicians and other 
providers would be dealing with familiar 
standards and processes, 
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How would North Dakota benefit by 
adopting prior authorization? 

The fiscal environment nnd tht~ cun·ent 3hortfall 
in the stnte 1 8 Medicuid budB~t have created 
renewed interest iu strategies to curb Medicaid 
costs, while sustaining this healthcare safety net 
for low-income children, as well as low-income 
adults who are mainly elderly or disabled. Bv 
adopting this private sector prnctk:e, the srnt~ 
Medicaid Program could assure appropriate 
services to Medicaid clients while saving 
taxpayers $3. 9 million per bienniurr ($1 
million in state general funds). 

State rt:isidents would benefit be,'.ause the cost 
snvings to this part of the Medicaid budget 
could reduce the need to trim m· limit other 
vital health services provided by Medicaid. 

Prior authorization seems to promote 
generic drugs. Are they as effective 
as brand-nan1e drugs? 

Physicians and phannacists are in the best 
position to identify the unique health care needs 
of patients and to recommend appropriate and 
effective treatment. Direct-to•consumer 
marketing of brand-name drugs may be 
coloring public perception of generics, as well 
as certain brand-name products, Generic drugs 
are safe, effective, and Food and Drug 
Administration (FDA) approved. Generic drugs 
go through a rigorous, rrmlti-step approval 
process required by the FDA. From quality and 
perfonnance to manufacturing and labeHng, 
everything must meet FDA standards. Adverse 
side effects sometimes cause new drugs to be 
pulled from the market. However generic 
drugs have a record of effectiveness that dates 
back to when the drugs were patent-protected. 

Prior authorization may encourage the use of 
generic drugst but it does not prevent people 
from receiving brand-name medications 
prescribed by their physicians. They simply 
follow the pre-approval process modeled after 
private insurers in North Dakota. 

N,D, Department of Human Services 
Medlcal services Division 

600 E Boulevard Avenue, ~pt 325 
Bismarck ND S8505-0250, (701) 328-2321 

David Zentner, Director 
______ ___. 
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TESTIMONY BEFORE THE SENATE HUMAN SERVICES COMMITTEE 

REGARDING SENATE BILL 2088 

JANUARY 29, 2003 

Chairman Lee, members of the committee, I am David Zentner, Director of Medical 

Services for the Department of Human Services. I appear to provide Information 

regarding this blll. 

This blll would allow the Department to Implement a prior authorization program 

wlthf n pharmacy services as well as collect supplemental rebates from drug 

manufacturers. Thate are two common cost containment procedures utlllzed by 

states as well as private lnduatr)', Currently, all but four states have a prior 

authorization process !n place and at least six states (Including Minnesota) are 

collecting supplemental rebates from drug manufacturers. Both processes are 

speclflcally allowed by CMS (see attachment). 

When this blll la approved, the Department wlll partr.er with private Industry and 

utlllze an existing drug formulary for assistance In selecting products for prior 

authorization. For Instance, the North Dakota PERS plan through Blue Cross 

Blue Shield (BCBS) of North Dakota has a drug formulary - formulary products 

cost less to the patient than non-formulary products. · Thia formulary Is selected 

by BCBS by first evaluating the drug for safety and efficacy and lastly for cost. 

The Department would have the Drug Utlllzatlon Review (DUR) Board evaluate the 

selected formulary and provide guidance to the Department for prior 

authorization actions. 

Since It Is not possible to require Medicaid recipients to pay more than a nominal 

co-payment, prior authorization Is the only tool avallable to encourage the use of 

the most cost effective drugs that wlll meet the medical needs of Medicaid 

recipients. 

1 
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~ There are many benefits for this approaoh. First, the physicians and pharmacists 

are famlllar with private Industry formularles. By utlllzlng an existing tormulary, 

much less provider eduQatlon needs to be done. Second, private Industry 

currently has a prior authorization process with which the providers In the 1tate 

are famlllar. Once again, this decreases the need for education. Third, as part of 

our continuing offorts In education, North Dakota Medicaid recently came to an 

agreement with BCBS of ND to ln~rease physician education. BCBS educates 

physicians throughout the state (face-to .. face) and North Dakota Medicaid has 

assessed the educational program and agrees with the philosophy and content. 

That Is why we have asked BCBS to Include North Dakota Medicaid as a sponsor 

of this education. It Is hoped that continued physician education wlll drive 

appropriate prescribing practices. By utlllzlng the same formulary, the 

educational message being delivered to the physicians will stay consistent and 

maximize compllance. 

I 

An addltlonal Justification for this process Is that the utlllzatlon of an existing 

formulary wlll provide faster lmp,ementatlon of the program. This wlll generate 

savings for the program much faster than If the development and education had 

to be dupllcated Internally. 

Anticipated savings from the prior authorization program wlll be $1,000,000 In 

general funds. Colleotlon of supplemental rebates was not bullt Into the 

proposed budget and the D~partment does not have plans for collection of these 

rebates. However, given the recent historic rise of drug expenditures (more than 

doubled betwee•• &FY 1997 and SFV 2002) and the Increasing use of these 

rebates In other states, It may become necessary In the future. 

I would be happy to answer any questions you may have. 

2 
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DEPARTMENT OF HEAL 11-1 &: HUMAN SERVICES 
Centers for Medicare &: Medkald Servkes 
7500 Security Boulevard, Mail Stop S2-26-12 
8altimore, Maryland 21244--1850 

Center fo1· Medicaid and State Operations 

Dear State Medicaid Director: 

SMDL #02-014 

September 18, 2002 

11tis letter is to clarify issues related to supplemental drug rebate agreements and prior 
authorization of Medicaid covered outpatient drugs. A number of States have sought 
CMS approval of supplemental drug rebate agreements between a State and drug 
manufacturers with respect to Medicaid covered outpatient prescription drugs. Some of 
these States subject covered outpatient drugs to prior authorization as a means of 
encouraging drug manufacturers to enter into separate or supplemental rebate agreements 
for covered drugs purchased by Medicaid recipients. 

Medicaid Supplemental Drug Rebate Am:eements 

States may enter separate or supplemental drug rebate agreements as long as such 
agreements achieve drug rebates equal to or greater than the drug rebates set forth in the 
Secretary's national rebate agreement with drug manufacturers, which is published at 56 
F.R. 7049 (1991). The drug reba1e statute, at section 1927(a)(l) of the Social Security 
Act (Act). provides that "the Secretary may authorize a State to enter directly into 
agreements with a marlufacturer.0 Also, section 1927(a)(4) of the Act provides that any 
drug rebate agreement between a State and drug manufacturers and in effect on 
November S, 1990, may constitute a rebate agreement in compliance with the statute if 
CMS detennines that any such agreement "provides for rebates that are at least as large 
as the rebates otherwise required under this section.,, CMS accordingly believes that 
Congress intended that States that seek CMS approval under section 1927(a)(l) to enter 
directly into agreements with manufactnrers must ensure that any such agreement will 
achieve drug rebates that are at least equal to the rebates set forth in the Secretary's rebate 
agreements with manufacturers. 

We remind States that supplemental drug reba~es must be "considered to be a reduction in 
the amount expended under the State plan in the quartet for medical assistance" as 
required by section 1927(b )( 1 )(B) of the Act. 
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Page 2 - State Medicaid Director 

Prior AuthorizatiQO 8£qyir~roems~Jed to Sypplemental Rebate Agreements 

States may subject covered outpati,~nt prescription drugs to prior authorization as a means 
of encouraging drug manufactul'ers to enter into separate or supplemental rebate 
agreements for covered drugs purchased by Medicaid recipients, Section 1927(d)(l)(A) 
of the Act pennits States to subject any covered outpatient drug to a requirement of prior 
authorization as long as the State complies with the requirements set forth in section 
1927(dXS), A prior authorization program used to negotiate drug discounts for the 
Medicaid program is consistent with those provisions as well as the paramount purpose 
of the drug rebate provisions which is to reduce the costs to the Medicaid program for 
prescription drugs, 

A prior authorization program does not need to comply with the requirements for 
restrictive fonnularies, The fonnulary provisions of section 1927( d)( 4) were added to the 
drug rebate provisions in 1993 to give States additional authority to implement restrictive 
formularies. Congress passed paragraph (d)(4) expressly stating that "[a] prior 
authorization program established by a State under [section l 927(d)(S)] is not a 
formulary subject to the requirements of this paragraph.,,• Furthennore, since concerns 
related to drug use, monitoring, waste, fraud or abuse are separately and independently 
addressed by the procedures authorized by sections 1927( d)(6) and 1927(2), a prior 
authorization program need not be limited to those concerns. The Act affords States 
broad authority and flexibillty to implement a prior authodzation program in order to 
secure cost savings for the Medicaid program, 

The operation of a prior authorization program used to negotiate drug discounts for the 
Medicaid population ls a significant component of a State plan, We would therefore 
expect that a State that does not currently have an approved prior authorization State plan 
amendment, and that seeks to undertake such a program, would submlt to CMS for 
revJew a State plan amendment incorporating the program's prior authorization 
requirements, while simultaneously seeking CMS' s authorization for its proposed 
separate or supplemental rebate agreement. A State that has an approved State plan 
amendment governing prior authorization requirements, but which seeks for the first time 
to use its prior authorization authority to negotiate drug discounts for the Medicaid 
program, must amend its State plan to refer to the sepatate or supplemental rebate 
agreement and submit its proposed rebate agreement for CMS authorization, 

• Of course, the fonnulary provisions of section 1927( d)( 4) continue to apply if a 
State chooses to make judgments about the therapeutic advantages of a drug excluded 
from a fonnulary, and the State plan must pcnnit coverage of any such drug pursuant to a 
prior authorization program that compiles with section l 927(d)(S), 
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Page 3 - State Medicaid Director 

Non-Medicaid Supplemental Rebates and lvtedicaid Prior Authorization 

A number of States secure prescription drug benefits, rebates, or discounts for rum: 
Medlcaig populations by linking such benefits to a Medicaid prior authorization program, 
The Act does not preclude States from negotiating prices, including manufacturer 
discounts and rebkltes for non•Medicaid drug purchases. However, the establishment of a 
prior authorization program for Medicaid covered drugs to secure drug benefits, rebates, 
or discounts for non•Medicald populations is a significant component of a State plan and 
we would therefore expect that a State would submit such a program for CMS review 
under the State plan process. Similarly, the use of any pre-existing prior authorization 
program to secure drug benefits, rebates, or discounts for non-Medicaid populations 
would constitute a "[m]aterial change[] in State law, ... policy, or in the State's operation 
of the Medicaid program" and we would therefore expect that a State would submit a 
plan amenJment to CMS for review. (See section 430,l2(c)(l)(ii) of the regulations.) In 
submitting such a State plan amendment, the State should be prepared to demonstrate 
through appropriate evidence that the prior authorization program will further the goals 
and objectives of the Medicaid program. A State could make such a demonstration by 
submitting appropriate evidence that its prior authorization requirement is designed to 
increase the efficiency and economy of the Medicaid program. A State could 
demonstrate that its prior authorization requirement furthers Medicaid goals and 
objectives by submitting appropriate evidence that the requirement sufficiently benefits 
the Medicald population as a whole by making available to financially needy individuals 
medically necessary prescription drugs, thereby improving their health status and making 
it less likely that they wiU become Medicaid eligible. 

If you have any questions regarding CMS policy relating to supplemental drug rebate 
agreements or prior authorization programs, please direct them to Larry Reed at ( 410) 
786 .. 3325 or Deirdre Duzor at (410) 786-4626. 

cc: 

CMS Regional Administrators 

CMS Associate Regional Administrators 
for Medicaid and State Operations 

Sincerely, 

Isl 

Dennis G. Smith 
Director 
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Lee Partridge 
Director, Health Policy Unit 
American Public Human Services Association 

Joy Wilson 
Director, Health Committee 
National Conference of State Legislatures 

Matt Salo 
Director of Health Legislation 
National Governors Association 

Brent Ewig 
Senior Director, Access Policy 
Association of State and Territorial Health Officials 

Trudl Matthews 
Senior Health Policy Analyst 
Council of State Governments 

Jim Frogue 
Acting Director, He81th and Hwnan Services Task Force 
American Legislative Exchange Council 
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