OMDB approved#: 0938-0659

MEDICAID DRUG UTILIZATION REVIEW
ANNUAL REPORT INSTRUCTIONS

FEDERAL FISCAL YEAR

|2010

Section 1927 (g)(3)D) of the Social Security Act requires each State to submit an annual repott on the
operation of its Medicaid DUR program. Such reports are to include: descriptions of the nature and scope of the
prospective and retrospective DUR programs; a summary of the interventions used in retrospective DUR and an
assessment of the education program; a description of DUR Board activities; and an assessment of the DUR
program's impact on quality of care as well as any cost savings generated by the program.

This report is to cover the period October 1, 2009 to September 30, 2010  4yd is duc for submission
to your CMS Central Office by no later than September 30, 2011 . Answering the attached questions
and returning the requested materials as attachments to the report will constitute full compliance
with the above-mentioned statutory requirement '

If you have any questions regarding the DUR annual report, please contact CMS at :
DURPolicy@ems.hhs.gov

According to {he Paperwork Reduction Act of 1995, no persons are required to respond Lo a collection of informalion unless it disptays a valid OMB control mumber,
‘The yalid OM 3 control number for this information collection is 0938-0659. 'The time required to corplete this infarmation collection is cstimated to average 30 hours
per Tespanse, including the time to review instructions, search exisling data resources, gather the data needed, and complete and review the information collection. T
you have comments conceniing the accuracy of the time estimate(s) or suggestions for improving this form, please wrile to: TMS, 7500 Security Boulevard, Atin: PRA
Reports Clearance Officer, Mail Step C4-26-05, Ballimore, Maryland 21244-1850. '

CMS-R-153 (mmfyyyy) 1



OMDB approved#: 0938-0059

MEDICAID DRUG UTILIZATION REVIEW (DUR)
ANNUAL REPORT

FEDERAL FISCAL YEAR

2010

1. STATE NAME ABBREVIATION  |vT

1L MEDICAID AGENCY INFORMATION

1. Identify state person responsible for DUR Annual Report Preparation.

First Mame Nancy .

Middle Name

Last Narme Hogue

Address 312 Hurricane Lane Suite 201
- !
City Williston [ State |;o . Zip Code 105495
E-Mail nancy.hogue@state.vt.us : Phone I (802) 879-5611

2. ldentify pharmacy POS vendor — (Coniractor, State-operated, Other).
(s} Contractor () State Operated () Other

Please enter the vendor name or explain:

MedMetrics Health Partners, an SXC company

3. Ifnot State-operated, is the POS vendor also the MMIS Fiscal agent?

OYes @ MNo

CMS-R-153 (mm/yyyy)
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III.  PROSPECTIVE DUR

1. Identify prospective DUR criteria source.

O Fiist Data Bank
(® Other (Specify)

MediSpan
FDA Safety Alerts

2. Are new prospective DUR criteria approved by the DUR Board?

(®) Yes Y No

Plcase explain:

The Prospective Drug Utilization Review {DUR) process in our claims processing system is designed to checka™ |
patients prescription history for possible drug related problems to improve the quality and costeffectiveness of
dispensed medications by ensuring adjudicated prescriptions are clinically appropriate, The base DUR system
utilizes the Medi-Span Master Drug Database during prescription claim adjudication to check the submitted
claim against the patients prescription and demographic profiles.

The ProDUR module is table-driven and user-defined. The initial user-defined settings determine which new
edits are activated, in which arder to perform the edits, and how far back to check member history, Overrides to
specific DUR occurrences are determined through the comimon prior authorization process while others are
determined by the dispensing pharmacists professional judgment at POS. The following clinical edits were
chosen by DVYHA in conjunction with the Vermont DUR Board to be employed in FFY 2010 for POS screening.

Drug to Drug Interaction

Drug to Inferred Disease State Screening
|Drug Dosing Duration Screening
Duplicate Rx Screening

Duplicate Therapy Screening

Early Fill Screening

Drug to Age Caution

Drug to Sex Caution

In addition to the new MediSpan prospective DUR edits which are added as previously determined, the DUR .
Board routinely reviews all new FDA Medication Safety alerts to determine whether any additional hard edits
need to be added to the ProDUR system in response to those alerts.

CMS-R-153 (mm/yyyy) ) 3



OMR approveddt: 0938-0659
3. When the pharmacist receives prospective DUR messages that deny the claim, does your system:
(Ca) Require pl'eauthorization
(Ob) Allow the pharmacist to override with the correct “conflict”, “intervention™ and “outcome” codes?

@®c¢) a) andfor b) above - depending on the situation

Additional Comments;

The ProDUR Services isted provide respanses to the dispensing pharmacy concerning potential drug therapy
problems. The respanses may be;

Hard Reject: Reject the claim, and do not allow the pharmacy to override a DUR conflict. Only the Clinical or
Technical Call Center may override these rejections {may require clinical PA submission).

Soft Reject: Reject the claim, but allow a pharmacy to overiide a DUR conflict by submitting conflict, intervention and
outcome codes. The Call Centers may also override these types of rejections in certain situations. .

Message: Pay the claim, but send a conflict message back to the pharmacy.

Extract: Simitar to a Message response, except a message is not sent to the pharmacy. The claims system stores the
message in the database with the ability to report.

4. Edrly Refill:

a) At what pereent threshold do you set your system edit?

Non-controlled drugs:

Controlled drugs: [;‘5“'6‘“““‘“““‘ %,

b) When an early refill message occurs, does the State require prior authorization?

Non-controlled drugs: ®Yes (ONo

CMS-R-153 (mmiyyyy) ' 4
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—
If'Yes', who obtains authorization? (O Pharmacist (Prescriber (@) Either

If 'No', can the pha}'mamst override OYes (ONo
at the point of seivice?

Controlied drugs: ®Yes (ONo

I 'Yes', who obtains authorization? ~ (2Pharmacist (3 Prescriber (@ Either

If'No', can the pharmacist override
‘at the point of service? GYes (ONo

Additional Comiments:

In addition to the early refilk thresholds _out.line_d above, DVHA has an 85 % threshhold for buprenorphine products.

For stolen controlled drug prescriptions, we require that a police report has been filed. For lost controlled drug
prescriptions, DVHA will have a canversation with the prescriber to verify legitamacy.

CMS-R-153 (mmlyyyy) 5
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5. Therapeutic Duplication:
a) When there is therapeutic duplication, does the State require prior authorization:

Non-controlled drugs: OVYes @®No  (OSometimes

If'Yes', who obtains authorization? (OPharmacist () Prescriber () Either

If 'No', can the pharmacist override at

the point of service? @ Yes (No

[f 'Sometimes', please cxplain;

CMS-R-153 (mmfyyyy) 6
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Controlled drugs: OYes (ONo (e Sometimes

If'Yes', who ins authorization? .
es', who obtains authorization (3 Pharmacist O Prescriber Oither

If "No', can the pharmacist override at the
. PN () Yes (ONo
point of service?

If 'Sometimes', please explain:

Therapeutic duplication of buprenorphine products requires a prior authorization submitted by the
pharmacist or prescriber.

Other therapeutic duplications may be overridden at the peint of service by the pharmacist who has been
instructed to submit conflict, intervention and outcome codes.

See Attachment and Table Supplement

CMS-R-153 (mmiyyyy) : ’
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Additional Comiments:

iPlanned hard edits for therapeutic duplication that will be rolled out soon and require prior authorization from the
prescriber.include duplicate long acting narcotics and narcotic analgesics in combination with buprenorphine,

6. State has provided DUR criteria data requested on Table 1- Prospective DUR Criteria Reviewed by
DUR Board, indicating by problem type those criteiia with the most significant severity levels that were
reviewed in-depth by the DUR Board in this reporting period.

®Yes (No

7. State has included Attachment 1 — Prospective DUR Review Summary

® Yes (3No

8.
Statc has included Attachment 2- Prospective DUR Pharmacy Compliance Report, a repoit on State
efforts to monitor pharmacy compliance with the oral counseling requirement.

(& Yes ONc_:

CMS-R-153 (mmiyyyy)
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IV. RETROSPECTIVE DUR

1. Identify the vendor that performed your retrospective DUR activities during the time period covered
by this report. (company, academic institution or other organization)

Medetrics Health Partners, an SXC Company

|C0mpany

a) Is the retrospective DUR vendor also the Medicaid fiscal agent?
CYes (& No

b) Is this retrospective DUR vendor also the developet/supplict of your retrospective DUR Criteria?
®Yes (O No
If'No', please specify:

2. Does the DUR Board approve the retrospective DUR criteria supplied by the criteria source? .

(o) Ves ) No

3. State has provided the DUR Board approved criteria data requested on Table 2 — Rctlospcctwc DUR
Approved Criteria

(& Yes ) No
4. State has included Attachment 3 - Retrospective DUR Screening and Intervention Summary Report
() Yes ) No .

V. PHYSICIAN ADMINISTERED DRUGS

The Deficit Reduction Act requires collection of NDC numbers for covered outpatient physician
administered drugs. These drugs are paid (hrough the physician and hospital programs. IHas your MMIS
been designed to incorporate this data into your DUR criteria for both ProDUR and RetroDUR?

()YYes ® No

CMS-R- 153 .(tﬁ.m/yyyy) - 9



OMB approved#: 0938-00659

If 'No', when do you plan to include this information in your DUR criteria? .01_01_2014

Comments:

Our MMIS is separate from our POS claims processing system, which cannot accommaodate medical claims. Therefore,
we do not believe we can accomplish ProDUR Edits until we implement our new MMIS system in 2014. However, we
are evaluating whether we can incorporate HCPCS pharmacy claims into our RetroDUR.

V1. DURBOARD ACTIVITY

1. State has included a summary report of DUR Board aclivities and meeting minutes during the time

period covered by this report as Attachment 4.- Summary of DUR Board Activities
(®Yes () No

2. Does your Statc have a Disease Management Program?

®Yes (I No

If'Yes', is your DUR Board involved with this program?

®Yes () No

CMS-R-153 (mmiyyyy)
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3. Does your State have a Medication ‘Therapy Management Program?
(OYes @& No

If'Yes', is your DUR Board involved with this program?

(OYes () No

VII. GENERIC POLICY AND UTILIZATION DATA

l. State has included a description of new policies used to encourage the use of
- therapeutically equivalent gencric drugs as Attachment 5 - Generic Drug Substitution Policies

®Yes (O No

2. Indicate the generic utilization percentage for all covered outpatient drugs paid during this reporting
period, using the computation instructions in Table 3 - Generic Drug Utilization

Generic claims 922174  (Nor-lnnovator Multiple-Source ()
Total claims |1395139 ‘ (Single-Source .(S) + Non-Innovator Multiple-Scource (N) +
Innovator Multiple-Source (1))

Generic Ulilization _
Percentage 66 | %(Generic claims % Total claims * 100)

3. Indicate the percentage dollars paid for generic covered outpatient drugs in relation to all covered
outpaticnt drug claims paid during this reporting period using the computation instructions in

Table 3 — Generic Drug Utilization

Generic Dollars |19146213 (Non-lnnovator Multiple-Source (N))
Total Dollars |1 ; 7776972 t {Single-Source (S‘) + Non-lnnovator Multiple-Source (N)
.. .. 1 +Innovator Multiple-Source (I} )

Generic Expenditurc
Percentage 16

% (Generic claims % Total claims * 100}
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4. Generic Drug Utilization: .State Specific Considerations

a. Do you prefer certain brand drugs over their generic counterparts due to the net cost of the drugs,

after rebates?

(&Yes (3 No

Adjusted Generic Utilization Percentage (il available): |70.39 |

b. Are your Fee-for-service population and drug usage mix impacted by the cxistence of managed
care pharmacy?

(OYes  @® No

¢. Do you require or allow the dispensation of a larger days supply for certain gencric drugs or
require a shorter days supply lor certain brand drugs?

CYes () No

d. Do you have a limit on the number of total prescriptions or number of brand prescriptions that a
member can receive?

(CYes @ No

 Arc your member co-pays equal between brand and generic drugs? (e.g. $3 each or $0 cach)

@Yés O No

. Do you have statutory limitations or program policies which preclude management of select
therapeutic classes or certain drugs? (e.g. narrow therapeutic index drugs, mental health drugs,
HIV drugs)

®Yes () No

CMS-R-153 (nnfyyyy)
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Other (Please describé below. 2500 Character limit)

Vermont statute requires coverage of Oncology drugs regardless FDA approved indications. For HIV and AIDS-related
medications used by individuals with HIV or AIDS, the preferred drug list and any utilization review procedures shall
not be more restrictive than the drug list and the application of the list used for the state of Vermont AIDS medication

assistance program.

VIII. PROGRAM EVALUATION/COST SAVINGS

1. Did your State conduct a DUR program evaluation/cost savings cstimate?

®Yes (O No

2. Who conducted your program evaluation/cost savings estimate? (company, academic institution ,
other institution)

MedMetrics Health Partners, an $XC Company

Company |

3. State has provided the Medicaid program evaluations/cost savings cstimates as Attachment 6 — Cost
Savings Estimate

() Yes ) No

4. Please state the Estimated net'savings amount. $ 31389305

13
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5. Estimated percent impact of your state's cost savings program compared to total drug cxpenditures for
covered ouipatient drugs. '

Estimatcd Net Savings Amount / Generic Ulilization Data total - I2 ) g

1X.  FRAUD, WASTE AND ABUSE DETECTION

. Do .you have a process in place that identifies potential fraud or abuse of controlled drugs by
recipients ?
@®Yes (O No
If "Yes', what action(s) do you initiate? Check all that apply.
B a. Deny claim, and require pre-authorization
fXi b. Refer recipient to lock-in program
[X: ¢. Refer to Medicaid Fraud Control Unit (MFCU) or Program Intcgrity

IX: d. Other - Please explain

{a) Prior authorization is required when quantity limits are exceeded {especially on long acting narcotics and
shatt acting narcotics in combination with acetaminophen)

{b) Recipients can be locked in to prescribers, pharmacies or both

{d) Referrals are also made to law enforcement.

CMS-R-153 (mmfyy}y)
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2. Do you have a process in place that identifies possible fraud or abuse of controlled drugs by
prescribers 7 '

®Yes (O No

If 'Yes', what action(s) do you initiate? Check all that apply.

BZ a Deny claims wrilten by this prescriber
[%i b. Refer (0 MFCU or Program Integrity

[i c. Refer to the appropriate Medical Board

(a} Prescribers may be removed from our network so claims will be denied.
{d) A record review may be undertaken,

CMS-R-153 (mmiyyyy)
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3. Do you have a process in place that |dcnt1ﬁc‘; potential fraud or abuse of controlled drugs by
pharmacy providers 7

@YES . O No *
If 'Yes', what action(s) do you initiatc? Check all that apply.
[} a.Deny claim

X b. Refcr to MFCU or Program

< ¢, Refer to Board of Pharmacy

{d) A record review may be undertaken.

4. Does your Slatc have a Prescription Drug Monitoring Program (PDMP)?  Sce Attachment 7
Prescription Drug Monitoring Program  for a description of this program.

@ Yes O No

If 'Yes', pleasc cxplain how the State applies this information to control fraud and abuse.

CMS-R-153 (mm/yyyy) . 16
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—

State staff are currently not allowed access to the information in Verrnont's PDMP which is called the Vermont
Prescription Monitoring System (VPMS). Only physicians and pharmacists with direct care responsibilities are able to
view the information. It is expected that prescribers and pharmacies use this regularly. It is a requirement for providers in
our Buprenorphine Capitated program to view the VMPS for each beneficiary for whom they prescribe buprenorphine.

If 'No', does your State plan to establish a PDMP?

OYes ) No

CMS-R-153 (nnnfyyyy_)" o
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X.  INNOVATIVE PRACTICES

I Have you developed any innovative practices during the past yeér which you have included in
Attachment 8 — Innovative Praclices

®Yes (O No

XI. E-PRESCRIBING

1. Has your State implemented c-.prcscribing?
®Yes (O No
~If'Yes', please respond to questions 2 and 3 below.
If 'No', arc you planning to develop this capability?

()Yes ) No

2. Does your system use the NCPDP Origin Code that indicates the prescription source?

{*Yes ) No

Does your program system (MMIS or pharmacy vendor) have the capability to electronically
provide a presctiber, upon inquity, paticnt drug history data and pharmacy coverage limitations prior
to preserining?

®Yes (O No

a) If'Yes', do you have a methodology to evaluate the cffectiveness of providing drug information
and medication history prior to prescribing?

(OYes (& No

b) If'Yes', please explain the evaluation methodology in Attachment 9 — E-Prescribing
Activily Summary .

(®Yes ) No
¢} If 'No', ate you planning to develop this capability?

O Yes O No

CMS-R-153 (mm/yyyy) T 18
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XHll. EXECUTIVE SUMMARY

The Vermaont pharmacy best practices and cost control program was authorized in 2800 and established in 5FY 2002 by
Act 127. This program, as the Vermont Health Access Pharmacy Benefits Management {PBM) Program, is administered by
the DVHA.

Central to this program is the Drug Utilization Review Board (composed of physncians and pharmacists) which also serves
as the programé??s Pharmacy and Therapeutics (P&T) Committee.

The goal of the program and the DUR Board is to ensure that clinically appropriate, cost-effective drug therapy is
provided to the beneficiaries of the State of Vermonta??s publicly funded programs. in difficult economic times, this is
particularly important, so that these same benefits can be provided to the ever increasing number of beneficiarias.

The DUR Board focused on high-cost, high volume medications during FFY 2010 and was particularly active in the areas
of buprenarphine {Suboxone/Subutex} and antipsychotic prescribing.

As a result of the ProDUR and RetroDUR review activities of the DUR Board as well as the establishment of clinical criteria
and quantity limits for newly reviewed medications, DVHA's PBM MedMetrics' Clinical Call Center is responsible for
issuing prior authorization (PA) approval and quantity limit (QL) approval prior to the dispensing of a drug.

The MedMetrics Clinical Call Center processed a total of 28,699 work volume requests October 2009 through September
2010 for DVHA. There were 22,738 dinical requests and 5,961 help desk/informational type requests. Of the 22,738
clinical requests 17,244 were approved, 4,729 were denied and 765 were dented with a change in therapy resulting in an
overall approval rate of 79%. The breakdown of clinical requests was 18,689 PA requests and 2,430 QL requests.

The Drug Utilization Review Board met 9 (nine).times in FFY2010. Results of Prospectwe and Retrospective Drug
Utilization reviews are cutlined in earlier sections of this report.

CMS-R-153 (mmfyyyy) 19
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ATTACHMENT AND TABLE SUPPLEMENT

I. ATTACHMENTS
ATTACHMENT 1 - PRODUR REVIEW SUMMARY

This attachment is a year-end summary report on prospective DUR sereening. It should be limited to the Top
20 type/drug combinations which generate the largest number of messages. For cach problem typc/diug
combination included, a denominator must be reported. The denominator is the total number of prescription
claims adjudicated (during a given (ime period) for the drug compared to the number of messages generated
for the problem type/drug (incorrect dosage/drug) during the same time period. Denominators permit
compatison in pcrccnhge telms of the rcldtlve frequency of different problem typc/drug combinations. For

interactions), the denominator

is the number of prescription claims for the dlug submitted for dd]tldlCdtIOI]

lncludc for the Top 20 problem type/drug alerts with a severity of Level 1:

% The number of messages generated by the system and a denominator. The number of messages must
relate to problem type/drug combinations (incorrcet dosage/drug). Repott levels of messages by
problem type only, incorrect dosage or drug only are not acceptable.

% The nwmber of messages overridden (i.e., adjudication process carried through to completion cven
though-a message was generated). **

= The number of reversals/canccllations/denials (i.e., adjudication not r.,arued through to completion) and
dafa on types of interventions by pharmacists and the outcomes of such interventions suing applicable
NCPDP standards (e.g. Standard Format Version 5.1).

# The number of refill too soon messages, duplicate prescription messages transmitlled and, where
applicable, claims denials.

Attachment Name: | attachment 1_ProDUR and Clinical Call Center Overview.pdf

Tap 20 problem type/drug aterts with ProDur savings.
Clinical Call Center Overview

Description

CMS-R-153 (mmyyyy) : . 21
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ATTACHMENT 2 - PRODUR PHARMACY COMPLIANCE REPORT

This attachment reports the monitoring of pharmacy compliance with all prospective DUR  requircments
performed by the Statc Medicaid agency, the Statc Board of Pharmacy, or othcr entity responsible
for monitoring pharmacy activities. 1f the State Medicaid agency itsclf monitors compliance with
these requirements, it may provide a survey of a random sample of pharmacies with regard to compliance
with the OBRA 1990 prospective DUR requitement.  This report details State cfforts to monitor
pharmacy compliance with the oral counseling requitement, This attachment should describe in detail the
monitoring cfforts that were performed and how ctfective these efforts were in the fiscal year reported.

Attachment Name: | Agachment 2_Administrative Rules Vermont Board of Pharmacy. PRODUR and Patient Counselling.pdf

Vermont Board of Pharmacy Rules for Oral Counselling Requirerent.
Description of responsibilities around these requirements,

Description
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ATTACHMENT 3 - RETRODUR SCREENING AND INTERVENTION SUMMARY REPORT

" This is a year-cnd summary repott on retrospective DUR screening and intcrventions. Separatc reports on
the results of retrospective DUR screening and on interventions are accoptable at the option of the State.
'the report(s) should:

x  Report the Icvel of criteria exceptions by drug class (or drugs within the class) and problem type. (An
exception is an instance where a prescription submitted for adjudication does not meet the DUR Board-
_approved criteria for onc or more problem types within a drug class.)

NOTE: a) Reporting levels of criteria exceptions by only drug class (drug) or problem type is
not acceptable. |
b) Year end summary reports should be limited to the Top20 problem types with the
largest number of exceptions.

«  Include a denominator for each drug class/problem type for which critcria exceptions are reported. A
denominator is the number of prescription claims adjudicated for a drug class (ot individual drugs in
the class) during a given time period compared to the number of cr 1teua exceptions for the drug class
(ot individua! drugs in the class) during that time period.

= Also report, for cach drug class/drug and problem type included in this summary repott, the number
of interventions (letters, face-to-face visits, etc.) undertaken during the reporting petiod. '

«  States which cngage in physician, pharmacy profile analysis (i.c., review prescribing or dispensing of
multiple prescriptions for muitiple patients involving a particular problem type or diagnosis) or
engage in patient profiling should report the number of each type of profile (physician, pharmacy,
paticnt) reviewed and identify the subject(s) (diagnosis, problem type, etc.) involved. '

Attachment Name: | attachment 3_Retrospective DUR Screening and Interventions.pdf

Retrospective DUR evaluations performed during FFY 2010 -

Description
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ATTACHMENT 4 - SUMMARY OF DUR BOARD ACTIVITES

‘I'his summary should be a brief descriptive report on DUR Board activities during the fiscal year reported.

* Indicate the number of DUR Board meetings held.

*  List additions/deletions (o DUR Board approved crileria.

a. For prospective DUR, list problem type/drug combinations added or dcleted.

b. For retrospective DUR, list therapeutic categorics added or deleted.

# Deseribe Board policies that establish whether and how results of prospective DUR screening are used
to adjust retrospective DUR screens. Also, describe policics that establish whether and how results of
retrospective DUR screening are used to adjust prospective DUR screens.

+ Describe DUR Board involvement in the DUR education program. (e.g., newsletters, continuing
education, ete.) Also, describe policies adopted to determine mix of paticnt or provider specific
intervention types (e.g., letters, face to facc visits, increased monitoring).

AttachmentName: } Attachment 4_DUR Board Activity Summary FFY2010.pdf

DUR Board Activity Summary
DUR Board Minutes

Description

CMS-R-153 (mmfyyyy) N . 24



OM 3 approvedif: 0938-0659

ATTACHMENT 5 — GENERIC DRUG SUBSTITUTION POLICIES

Describc any policies used to encourage the use of generic drugs such as Statc maximum/
minimum allowable cost (pricing, higher ‘dispensing fee for generic and/or lower co-pay for
generics).  Include relevant documentation.

Attachment Name: [ Attachment 5_Vermont Statutes and PDL Management.Generic Substitution.pdf

Vermont Statutes regarding mandatory generic
Generic drug categories on the Preferred Drug List
DUR policies regarding new generics

Description
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ATTACHMENT 6 - COST SAVINGS ESTIMATE

Include copies of program evaluations/cost savings estimates prepared by State or its contractor noting the
methodology used.

Attachment Name: j Attachment 6_Cost Savings Estimates FFY 2010.pdf

Program Evaluations/Cost Savings Estimates for ProDUR and RetroDUR

Description
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AT"TACHMENT 7 — PRESCRIPTION DRUG MONITORING PROGRAM

I8

In FY: 2002, Congress appropriated funding to the U.S. Department of Justice to support Prescription Drug
Monitoring Programs (PDMPs). These programs help prevent and detect the diversion and abuse of
pharmaceutical controlled substances, particularly at the retail level where no other automated information
collections system cxists. States that have implemented PDMPs have the capability to collect and analyze
data on filled and paid prescriptions more efficicntly than those without such programs, where the collection
of prescription information can requirc a time-consuming manual rcview of pharmacy files. If used
properly, PDMPs arc an cffective way to identify and prevent diversion of the drugs by health care
providers, pharmacies, and patients. :

Attachment Name: | Attachiment 7_Vermont Prescription Monitoring System.pdf

Description of Vermont Prescription Monitoring Syster and outline of those who may access.

Description

CMS-R-153 (mm/yyyy)
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ATTACHMENT 8 - INNOVATIVE PRACTICES NARRATIVE

Please describe in detailed narrative form any innovative practices thal you belicve have improved
the administration of your DUR program, the appropriateness of prescription drug use and/or have helped to
control costs. (e.g. disease management, academic detailing, automated pre-authorizations, continuing
cducation programs).

AttachmentName: | Attachment 8_Innovative Practices.pdf

Spent much of FFY 2010 examining buprenoiphine prescribing and utilization, Developed educational
letter to send to prescribers, established "pharmacy home" for patients on buprenorphine {one
pharmacy) and dosing limits as well as maximum 14 day fill. Letter sent to prescribers at end of FFY
2010, Buprenorphine is number one medication in terms of dollars and prescription volume.
Description Partner with AHEC (Area Health Education Programs) from the University of Vermont and their
Vermont Academic Detailing Program.
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ATTACHMENT 9 — E-PRESCRIBING ACTIVITY SUMMARY

Please describe all development and implementation plansfaccomplishments in the area of e-prescribing.
Include any cvaluation of the elfectivencss of this technology (c.g. number of prescribers e-prescribing,
percent e-prescriptions to total prescriptions, relative cost savings).

AttachmentName: | attachment 9_ePrescribing Activity Report.pdf

Current percentage of prescriptions received electronically and future plans for expansion.

Description

CMS-R-153 (mmfyyyy) 29
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OMB approvedit: 0938-0659
TABLE 3 GENERIC DRUG UTILIZATION DATA.

CMS has developed an extract file from the Medicaid Drug Rebate Program Drug Product Data File
identifying each NDC along with sourcing status of each drug: S, N, or I (see Key below).This file will
be made available from CMS to facilitate consistent reporting across States with this data request.

KEY:

Single-Source (S) - Drugs that have an FDA New Di'llg Application (NDA) approval for which there
are no generic alternatives available on the market.

Non-Innovator Multiple-Source (N) - Drugs that have an FDA Abbreviated New Drug Application
(ANDA) approval and for which there exists generic alternatives on the market.

Innovator Multiple-Source (¥) - Drugs which have an NDA and no longer have patent exclusivity.

Single-Source (S)

Total Number of Claims ]362295
Total Reimbursement Amount Less Co-Pay §
jaszratze

Non-Innevator (N)

Total Number of Claims [?_2_2_174

Total Reimbursement Amount Less Cb-Pay $ |1 9146213 ]
Innovator Mulfi-Source (1)

Total Number of Claims . I1 10670 ‘

Total Reimburscment Amount Less Co-Pay  § |1235

6580

CMS-R-153 (mmfyyyy)
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Administrative Rules Vermont Board of Pharmacy
(effective October 1, 2009)

8.15 Inspection of Drug Outlets

(a) Biennially, a Board member, a representative appointed by the Board or an employee of or
contractor with the Office of Professional Regulation, shall inspect a drug outlet in Vermont during
regular business hours, for compliance with these rules. Deficiencies shall be handled in the manner
set forth in Rule 7.2(1)

9.29 Prospective Drug Review
(a) A pharmacist shall review the patient record and each prescription drug order presented for
dispensing for purposes of promofing therapeutic appropriateness by identifying:
(1) Over-utilization or under-utilization;
{2) Therapeutic duplication;
(3} Drug-disease contraindications,;
(4) Drug-drug interactions (including serious interactions with non-prescriptive or over-the-
counter drugs);
(5} Incorrect drug dosage or duratlon of drug treatment;
(6) Drug-allergy interactions; and
(7} Clinical abuse or misuse.

(b) Upon recognizing any of the above, the pharmacist shall take appropriate steps to avoid or
resolve the problem which shall, if necessary, include consultation with the practitioner.

9.30 Patient Counseling

(a) Patient counseling is the effective oral consultation by the pharmacist, in the exercise of his or her
professional judgment and consistent with state statutes and Board rules regarding confidential
information, with the patient or care giver, in order to improve therapy by ensuring the proper use of
drugs and devices. _

(b) Upon receipt of a prescription drug order and following a review of the patient’s record, a
pharmacist may personally initiate discussion of matters which will enhance or optimize drug therapy
with each patient or care giver of such patient. Such discussion shall be in person, whenever
practicable, or by telephone and shall include appropnate elements of patient counseling. Such
elements may include the following:

(1) The name and description of the drug;

(2) The dosage form, dose, route of administration, and duratlon of drug lherapy,

(3) Intended use of the drug and expected action;

(4) Special directions and precautions for preparation, administration, and use by the patient;

(5) Common severe side or adverse effects or interactions and therapeutic contraindications

that may be encountered, including their avoidance, and the action required if they occur;

(8) Techniques for self-monitoring drug therapy;

(7) Proper storage;

(8) Prescription refill information;
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(9) Action to be taken in the event of a missed dose; and

(10) Pharmacist comments relevant to the individual’s drug therapy, including a_hy other
information peculiar to the specific patient or drug.

(c) Alternative forms of patient information may be used to replace patient counseling in an
emergency situation when verbal face-to-face counseling is not possible. Alternative forms of patient
information may be used to supplement patient counseling when appropriate. Examples include
written information leaflets, pictogram labels, video programs, etc.

{d) Each pharmacy shall post a notice advising, “You have the right to confidential consultation with a
pharmacist about your prescription. If you wish, a confidential consultation will be provided.”

(e) Patient counseling, as described above and defined in these rules, shall not be required for
inpatients of a hospital or institution where other licensed health care professionals are authorized to
administer the drug(s).- :

(f) A pharmacist shall not be required to counsel a patient or care giver when the patient or care giver
refuses such consultation and such refusal is documented.

VT Medicaid does not actively monitor pharmacy compliance with the oral patient
counseling requiréments. In addition, the Office of Professional Regulation is a
“complaints driven” entity and so that office does not affirmatively go out_and monitor or
inspect for compliance with the oral counseling requirement.
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RetroDUR al

The goal of the Vermont RetroDUR Program is to promote appropriate prescribing and use of
medications. RettoDUR identifies prescribing, dispensing, and consumption patterns which are
clinically and therapeutically inappropriate and do not meet the establishcd clinical practice
guidelines. A varicty of interventions are then cmployed to correct these situations. MedMetrics’
- RetroDUR programakes a multilevel approach to identifying, filtering, and communicating
important information pertaining to the prescribing and/or consumption of medications. It is an
approach that analyzes patterns of utilization at a patient-specific level, as well as the unique
prescribing habits and the pharmaceutical care provided by the physician.

‘All levels of the retrospective DUR process, including the development of the clinical review
criteria, the content of the alcrt letters, and the clinical monographs and queslionn'airés, are produced
by MedMoctrics-affiliated professional staff and registered pharmacists. The initiative’s criteria as
well as research and compilation of data arc reviewed and approved by consensus of Vermont’s
DUR board. ¢ :

Most medications and therapeutic classes chosen for retrospective drug utilization review in
FFY2010 require prior authotization in all cases and so numbers of exceptions to criteria arc not
calculated.

MHP/DVHA — Retrospective DUR Summary (FFY 2010)
Description
Follow up anaiyses from FFY 2009 report: _
» Buprenorphine (Suboxone/Subutex) — ongoing revicw of utilization
* Specialty Pharmacy -- ongoing evaluation
e Provigil —update of utilization for dose
« Synagis — evaluation of new AAP guidelines adopted and PA request review
e Medicare Pact 1D Wrap Program — PPEStatin (1/2010}
Xolair — review of PA requests and utilization (12/2009)

Lunesta — review of PA requests and utilization (1/2010)

Amitiza — review of utilization and PA request (5/2010)

| Antipsychotics — f)rcscribing by p‘rovider type/specialty, Serociuel dosing (5/2010)

Topical Inmunomedulators — duplicate therapy (6/2010)

Duplicate Therapy with Long Acting Narcotics (6/2010)
Menta! Health Medication Use in Children




Follow up analyses performed in FFY 2010 from FFY 2009 CMS report DUR activities:
1. Preseribing of buprenorphine — ongoing utilization review

Background and Overview (initial RetroDUR analysis detailed in FIY 2008 CMS report, first follow-
up analysis detailed in KFFY 2009 CMS report)

»  Buprenorphine (Subutex) and buprenorphine/naloxene (Suboxone) are FDA dpprovcd for the
pharmacelogical treatment of opioid addiction. Off-label usc for the treatment of pain may also
occur if PA criteria are not in place. Buprenorphine/naloxone is the preferred agent as it is Icss
abusable than buprenorphine alone. There are certain SItua‘uons (such as pregnancy) when
buprenorphine “mono” may be preferred.

o  Clinical ctiteria and a PA form for Suboxone and Subutex were presented and initially adoptcd at the
Novembcr 2007 DUR Board meeting,

s Quantity limits of 3 tablets per day (all strengths of both Subutex and Suboxone) were adopted
effective June 1, 2009 in an cffort to encourage dose consolidation and limit maximum daily doses.
Prescribers requesting to exceed the quantity limit were asked to outlmc a tapering dosc plan for
their patient.

o Prescribers requesting Subutex (rather than Suboxone) for p'ments duc to Suboxone allergy now
asked to verify that the allergic reaction was witnessed by a healthcare profcssional.

Methods

¢ Buprenorphine utilization is tracked and graphed on a monthly basis and was an agenda topic at 5 of.
the DUR Board mectings in FI'Y 2010.

»  Daily dose and days’ supply were examined for the period 3/10/2010 — 5/10/2010.

o Subutex PAs for the time period 3/31/2009 — 4/21/2010 were examincd.

»  Cost savings opporlunitics related to rcducing daily dose were calculated and presented.

Results

¢ Suboxonc is consistently the top drug (of all drugs in all claases) by both prescription volume and
prescription payment as repotted on a quarterly basis.

The percentage of unique utilizers receiving Subutex (of combined Subutex;’ Suboxone use) has
stabilized at 9.31 % as of Scptember 2010. The total unique utilizer count increased from 1674
members in October 2009 to 1773 members in Scptember 2010. The total plan paid amount for the
combined Suboxone and Subutex incrcased from $ 627,918.12 in October 2009 to $ 678,298.69 in
September 2010.

The percentage of utilizers with doses per day of <8 ing, 9 — 16 mg, 17 —24 mg, 25 -32 mgor> 32
mg was 29.8%, 43.8%. 25.4%, 1.1% and 0.1% for Suboxonc® and 31.7%, 31.7%, 34.9%, 1.6% and
0% for Subutex® respectively. The percentage of ulitlizers with days supply per prescription of 1 —
7,8 — 14, 15— 21, 22-- 30 or > 30 days were 31.6%, 18.1%, 5.4%, 44.8% and 0.1% for Suboxonc®
and 36.5%, 24.3%, 6.9%, 32.3% and 0% for ‘§ubutcx respectively.

If all prescriptions were reduced to 16 mg/day, greater than 1 million dollars could be saved on an
annual basis.

A tollow-up RetroDUR will be performed and will be presented in the FFY 2011 CMS Report
to track ongoing utilization.

The DVHA DUR beard elecled to:

e  Limit days supply to a maximum of 30 days effcctive 3/16/2010.
Effective 10/25/2010 (as voted on 5/18/2010)

e Prescriber encouraged to query Vermont Prescription Monitoring System when requesting PA.

e A “pharmacy home” must be sclected for buprenorphine patients where aII pr eSCI‘I]JlIOHS‘ will be
filled.

» PA requcsts for Subutex due to pregnancy must be accompanied by a history from the OB Provider.




o PA requests for Subutex duc to breastfeeding a methadone dependent baby must be accompanied by
a baby history from the neonatologist or pediatrician.
Quantity limit on Subutex reduced to 16 mg/day.

¢ Maximum days supply reduced to 14 days.

s PA formn required to be faxed rather than requests processed over the phone.

A mailing was sent to all 167 prescribers who had recently prescribed a buprenorphine product. Of thesc, 31
preseribers received a palicat roster of patients that were being prescribed greater than the new maximum
dosing. In all, 89 patients were identified who werc being prescribed in daily doses greater than the newly
established maximums.

#embers by Days Supply Per Buprenorphine RX (03/10/2010- 05/10/2010)
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Review of Subutex PA Approvals 3/31/2009 through 4/21/2010
(Note: Paticnts may be counted twice if PA expired during year)

Pregnancy | Breastfeeding | Allergy/Intolerance Total
~ Mecthadone
. Idependcent Baby
Approved by MedMetrics 270 15 31 316
Clinical Call Center
Approved Scecond 22 ' 22
Reconsideration by OVHA
Medieal Director _ :
‘Total 270 15 53 338
Percentage of Approvals 7.9 % 4.44 % 15.66 % 100 %

Potential Cost Savings Scenario for. Buprenorphine
Data Includes All DVHA Claims for Suboxone & Subutcx
Annualized Cost Savings Based on Utilization in Service Period 03/10/10 to 05/10/10

Suboxone Subutex
All Doses > 24 mg/Day reduccd to 24 mg/day $37,251.30 $5,847.24
Al Doscs > 16 mg/Day reduced to 16 mg/day $870,473.94 $176,195.10
Incremental Cost Savings (All dose > |6 mg/day but
< 24 mg/day reduced to 16 mg/day) $833,222.064 $170,347.86

2. Specialty Pharmacy

Backeround and Overview (initial RetroDUR analysis detailed in FFY 2009 CMS report)

» In October 2008, two specially pharmacies were selccted to serve Medicaid beneficiatics: Wilcox
llome Infusion and ICORE Healtheare, 1.5.C, partnering with our pharmacy benefits  manager,
McdMetrics Health Pactners. Wilcox Medical is the specialty pharmacy for Synagis”™ and ICORE
Healthcare/MedMetrics is the specialty pharmacy for all other products. Dispensing of identified
specially medications is limited to these pharinacies for Medicaid beneficiaries where Medicaid is
the primary insurer.

¢ The partnership of MedMetrics and ICORE assuics the coordination of our phal macy benefit
management initiatives with our specialty pharmacy approach.

»  Medications included in this program include Synagis, hemophilia factors, growth hormones,
multiple sclerosis self-injectables, hepatitis C (vibavirin and injectables) treatments, sell-injectables
{or rheumatoid arthritis, psotiatic arthritis, Juvcmle arthritis, psoriasis, Crohi’s Disease and
ankylosing spondylitis as wcll as Pulmozyme® and Tobi® for cystic fibrosis paticats.

s In FFY 2010, sclect oral oncology medications were also added (October 2009).

Methods

e The cost savings realized by mandating dispensing through our specialty pharmacy vendors
compared {o the usual retail pharmacy rate was calculated.




Results

s InFFY 2010 (October 2009 through September 2010), savings were $613,454 as compared to the
first 11 months of the Specialty Drug Program (November 2008 through September 2009} when
savings were $732,691, :

» Effective July 2009, reimbursement on_drugs subject to AWP pricing moved from AWP less 11.9%
to AWP less 14.2% plus a dispensing fee. Consequently, the relative savings achieved from the
specialty pharmacy program were not as great going forward as would have been realized if the rate
paid to retail pharmacies had not decicased. '

»  We belicve that additional savings were realized by promotion of the preferred drugs within cach
drug class, although we have not been able to calculate this number. With a preferred specialty
pharmacy vendor relationship, the speciaity pharmacy is compelled to adhere morc strictly to
preferred product selections.
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3. Provigil (initial RetroDUR analysis detailed in FIY 2009 CMS repori)

Backeround and Qverview

e Provigil® (modafinil) was first approved by the FDA in 1998 for the treatment of excessive
sleepiness associated with narcolepsy. In 2003, the labeling for modafinil was expanded to
include approval for the trcatment of excessive slcepiness associated with obstructive sleep
apnea/hypopnea syndrome (OSAHS) as adjunct to standard therapy and for the treatment of shift
work sleep disorder (SWD). Modafinil is available by prescription only and has been classificd
as a schedule 1V drug due (o its potential for abuse.

+ lor all thice approved indications, the recommended starting dose is 200 mg once daily and the
maximum recommended dose is 400 mg daily.

¢ Although not FDA approved for these indications, the use ol modafinil for the treatment of
allention deficit/hyperactivity disorder (ADHD), fatigue associated with Multiple Sclerosis (MS)
and excessive sleepiness associated with the treatment of major depressive disorder (MDI) and
schizophrenia has been studied in clinical trials and is often seen in clinical practice.



Methods

¢« Due to the numerous potential off-label uses of Provigil®, a retrospective drug utilization
analysis was performed in January 2009 to review utilization and to evaluate the appropriateness
of current prior authorization (PA) procedures.

o During this revicw it was discovercd that several patients were receiving daily doses of 600 mg
or 800 mg per day. '

e The DUR Roard voted to establish quantity limits for Provigil 100mg tablets of 45/30 days and
Provigil 200 mg tablets of 60/30 days. Presciibers of current users were requircd io obtain PA for
quantity limit overrides though no patient was denicd the higher dose if previously established.

e A subsequent review was performed to look at high dose users and plan cost in total for Pr ovigil®.

Resulis

»  Scveral of the previously identified patients remain on high dose Provigi! as the prescriber does

not wish to titrate the dose down and risk patient destabilization.

» * While the number of unique ufilizers and paid claims has decreased, the average cost per
prescription has increased significantly due to a 36 % increase in AWP. Consequently, no

significant cost savings were achieved but total plan cost increases were avoided.

I’rcmgll® Unique Utilizers, Paid Claims, Average Cost per Pr cscrlptmn and T'otal Monthly Plan Cost

) 008 to Dceeember 31 _2(}08
S 12008 15220081

Umqué Ullluers

R

102
Paid Claims 120 103 127 105 122 114
Avg, $/RX $359.21 $380.33 $382.14 $443.01 $424.89 $4390.16
P]an Cost 3 $43,105.30 $39 173 _55 _ $48 53.[. 21. _ $46, 516 3? $51 835 9? ‘350‘064 59

Umque Ut1!17crs 103 98 100

Paid Claims 121 124 115 108 109 115
Avg. $/RX $416.72 $444.77 $476.20 $451.77 $437.17 $459.12
Plan Cost $ $50,422.90 | $55,151.60 | $54,763.38 | $48,790.95 | $47,716.94 | $52,798.26

Provigit®: Unique Utilizers, Paid Claims, Average Cost per Preseription and Total Monthly Plan Cost
from October 1, 2009 to September 30, 2010.

Umque

Utilizers .
Paid Claims 133 102 62 90 . 74 54
Avg. 5/RX $352.21 $451.87 $600.61 $668.62 $594.88 $652.71
Plan Cost $ $46 843 88 $46,090.46 $55 256 05 $60 176 10 ‘344 020 79 $6] 354 92
Utilizers

Paid Claims 83 97 926 86 85 76
Avg. $/RX $589.79 $599.76 $790.93 $746.23 $741.99 $716.98
Plan Cost $ $48,952.46 | $58,176.31 | $75,929.48 | $64,175.47 | $63,068.80 | $54,490.78




4.

Synagis (

Background and Overview (initial RetroDUR analysis detailed in FFY 2009 CMS report}

Synagis” (palivizumab) was approved by the FDA in 1998 for the prevention of serious lower
respiratory tract infcction caused by respiratory syncytial virus (RSV) in pedialric patients at high risk -
of RSV infection.

The American Academy of Pediatrics (AAP) updated the guidclines for the use of palivizumab in the
summer of 2009. In recognition of the greatest risk of hospitalization duc to RSV in the first 10
weceks of life, the guidelines now recommend limiting the use of Synagis® among infants born at a
gestational age betwcen 32 and 35 weeks to the first three months of life (i.e. a maximum of 3 doses).
Tn addition, the guidelincs reinforce that a maximum of five Synagis® doses should bc administered
to other appropriate paticnt groups, regardless of scason variability.

In September 2009, the Department of Vermont Health Access (DVHA) had updated the Synagis®
approval criteria for the upcoming 2009-2010 RSV scason in response to the changes in the
American Academy of Pediatrics guideline recoimmendations on RSV prophylaxis with palivizwmab
(Synagis™), published in the Red Book in July 2009. Total anticipated cosl savings of tie
recommended revised approval criteria was expected to be approximately $300,577 per each RSV
season.

Methods

.

Results

The Department of Verimont 11ealth Access (DV11A) claims data for Synagis® were
reviewed from November 1, 2009 to March 31, 2010, The ecxamined claims data included
unique utilizers, number of paid claimns, average cost per claim, and total plan cost. The data
were reviewed for trends in utilization and compared with the data from the 2008-2009
RSV season (Graphs 1 and 2). Furthermore, the number of doses reccived per unique
utilizer was estimated from the detailed claims data report (Graph 3). In addition, a sample
of prior authorization requests for Synagi®®, submitted during the same time period, was
reviewed for appropriateness of decision and to assess the need fo modify the current
approval crileria.

From November 1, 2009 to March 31, 2010 there were 346 paid claims, for 78 unique members, that
cost the plan a total of $632,536.12. The average cost per prescription was $1,828.14. There were no
paid clains outside of the official DVHA RSV scason, Compalmg these findings to the results of the
previous year’s quallly assurance analysis, (he reviscd Synagis® approval criteria appears to have
culminated in cost savmgs ol $428,518 or 40.4% reduction in DVHA’s annuat spending on Synagis®.
A total of 102 Synagis® prior authorization requests were identified from October 1, 2009 to March
31, 2010. These requests include the following:

Palivizumab (Synagis™) - 102 requests
Number of approvals: 70
Number of dentals: 32 (31% denial rate)

There were no anecdotal reports from the specially pharmacy vendor or prescribers of clinical issucs
that were felt to be related to the new guidelines that had been adopted.



The DVIIA DUR board elected to:

 Continue with the revised clinical criteria of Synagis® in accordance with the AAP recommendations
for the upcoming 2010-2011 RSV scason.

Graphi 1: Paid Synagis Claims from the 2008-2009 and 2009-2010 RSV Seasons
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5, Therapeutic Equivalency Pilot Program for PPls and Statins — Medicare Part D Wrap

Background and Qverview (initial RetroDUR analysis detailed in FEY 2009 CMS report)

The General Assembly of the Statc of Vermont voted, as part of FL.441, to implement a pilot

“ program to maximizc the use of over-the-counter (O'T'C) and generic drugs. The pilot applies to

the statin and proton pump inhibitor (PP1) drug classes for individuals enrolled simultancously in
a Medicare Part D prescription drug plan and Vermont’s VPharm Program.

Prior to the implementation of the pilot, VPharm covered the majority of cost sharing for thesc
drug classcs, whether it was a co-pay on a generic or branded drug or the entirc claim cost for
patients in the deductible or the Part D coverage gap. As a way to preserve as robust a VPharm
benefit as possible without impacting clinical care, the legislature sought cost savings in select
drug classes. Thesc two drug classes were chosen as there are significantly less costly generic
and over-the-counter (OTC) drug choices available thal have been proven to be equally
efficacious and well-tolerated compared to the more expensive branded products.

Within the VPharm program, Vermont spends the greatest amount of money in these two drugs
classes. As such, this pilot was projected Lo save $500,000 in 1 sfato fiscal year 2010.

Methods

The Vermont Therapcutic Equivalency Pilot Program was implemented on August 3,
2009, after which time drug claims submitted by pharmacies for VPharm patients who
were nol using a preferred product were rejected if no exception had been requested.
Although the patient may have had a portion of the claim paid by their Medicare Part D
plan, the wrap coverage was not provided. DVHA, in collaboration with the DUR
board, was charged with preparing an analysis of the effectiveness of this pilot.

Results

Total program drug costs for the PPI and statin drug classes wete evaluated for a three month
“Pre-Program” time period of 4/1/2009 through 6/30/2009 and compared (o a three month “Post-
Program® time period of 8/1/2009 through 10/31/2009.

Pre-program prefetred PPI prescriptions represented 39 percent of all scripts; post-program that
percentage increased to 72 percent. Similarly, pre-program preferved statin prescriptions
representcd 69 percent of all scripts; post-program that percentage incieased to 86 percent,
Further, the combined drug costs were $138,150 less in the 3 month follow-up period as
compared to the 3 month pre-program period, a decreasc of 35.8%. The post-period non-
preferred costs include those with prior authorizations from their Part D plans as well as those for
whom exceptions were requested. This translales into a projected annualized savings of
$552,600.

A forther analysis through May 2010 demonstrated that the initial 3 monlh savings have been
sustained.
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New analyses performed in FFY 2010 from DUR activities:

1. Xolair (omalizumab) for Persistent Asthma

Backeround and Overview

Omalizomab (Xolai®) was Food and Drug Administration (FDA)-approved in 2003 for adults
and adolescents (12 years of age and older) with moderate to severe persistent asthma wiho have
a positive skin test or in vitro reactivity fo a perennial acroallergen and whose symptoms are
inadequately controlled with inhaled corticosteroids. Guidelines from the National Asthma
Education and Prevention Program (NAEPP) and the National Heart, Lung, and Blocd Iustitute
(NHLBI) recommend using Xolait™ in paticnts at least 12 years old with allergies that require
step $ or 6 therapy for severe persistent asthma.

Methods

Claims data for Xolair® was reviewed from October 1, 2008 to September 30, 2009. The
examined claims data included unique utilizers, number of paid claims, average cost per claim,
and total plan cost. The data was ;ewewed for trends in utilization. lo addition, a sample of
priot authorization requests for Xolair®, submitted from October 1, 2008 to September 30, 2009,
was revicwed for appropriateness of lhe cuirent priot aulhorization criteria

Results

L]

During the review period from October 1, 2008 1o Septcmber 30, 2009, there were a total of 137
paid pharmacy claims and 10 paid medical claims for Xolair® for 18 and 3 unique utilizers, -
respectively. The total plan cost during this time period was $312,082.98. The average cost per



pharmacy claim was $2,164.88 and the average cost per medical claim was $1,549.50. The
results indicate approptiate utilization based on the current approval criteria. In addition, there
werc a total of 53 prior authorization requests for 19 unique utilizers with an overall denial rate
of 11%.

The DVHA DUR board elected to:

Continuc to require prior authonzatlon for Xolair®. Although the review demonstrated a
high rate of appropriate Xolait® utilization, duc to the hlgh cost and tisk ol inappropriate
prescribing, it is agreed that Xolair® remain available via prior authorization. However,

most of the prior authorizations were renewal requests and many of the members had
multiple prior authorizations in the review period. In addition, while a specialist consult is
required yearly, the current authorization period is 3 months. Therefore, it is agreed that the
current authorization approval criteria for initial requests remain the same, and length of -
authorization for rencwals requests increased to 1 year. Also, it was recommended that the
ptior authorization form be revised to help prescribers provide all the necessary information
so that requests would not be denied because all information had not been provided.

2. Lunesta (eszopiclone} for Insomnia

Background and Overview

e JLunesta® (eszopiclone) is a nonbenzodiazepine hypnotic agent that is Food and Drug
Administration (FDA)-approved for the treatment of insomnia in adults.

» Dircct compatison trials of the agents within this class arc limited and there is insufficient
evidence to demonstrate that any agent in the class is safer or more effective than another. One
study, involving 382 patients, found that there were no differences in any of the slecp outcomes
when esmpic[one and zolpidem were compared directly. '

e Lunesta® requires prior-authorization for DVHA. This requirement was implemented on January
5, 2009, watmg users were grandfathered with a 90-day look back for a paid pharmacy claim
for Lunesta®.

Methods

e DVIIA claims data for Lunesta® from April 1, 2008 (o Qctober 31, 2009 was reviewed (9 months
ptior to and 9 months after prior-authorization implementation). The examined claims data
included unique utilizers, number of paid claims, average cost per claim, and total plan cost. The
data was roviewed for trends in utilization. In addition, a sample of prior authorization requesls
for Lunesta®, submitted from January 5, 2009 to November 5, 2009 was reviewed for
appropriateness ol the current prior authorization ctiteria.

Results

e Asexpected, utilization of Luncsta® decreased after the implementation of the prior-

authorization requircment. The average number of unique utilizess in the 9 months before and
aller the implementation of the prior-authorization was 382 and 253, respectively. In addition, a
total of 207 prior authorization requests were reviewed between January 5, 2009 and November
5, 2009. Despite a fairly high rate of approval, the overall denial rate was 22%. The results of this
qu'illly assurance analysis and review of the dcmals for the pl‘lOI‘-dllthOl ization recquests indicate
that some plcsoube:s wete requesting Lunesta® without a trial of gencric zolpidem.



Savings = $ 168,115.83/ 9 months
Annualized savings = $ 224,154.43

Unique Utilizers, Paid Claims, Paid Amounts and Average Costs per Claim for Lunecsta before and
after Prior Authorization Requirement.

2008

Average Monthly Unique Utilizers 419
Paid Claims 3897 2554
Average Plan Cost/Rx $141.06 $149.42
Total Plan Cost ' $549,726.97 $381,611.08

The DVHA DUR board cleeted to:

s Maintain current criteria for prior authorization tor Lunesta due to thic lack of comparative
efficacy data demonstrating advantagcs of Lunesta® over other agents in the class, as well as the
availability of less costly generic drug products within the class. The Board also voted to
maintain the length of anthorization for approval at onc ycar.

3. Amitiza (lubiprostone) for Chronic Idiopathic Constipation/Constipation Predominate
Irritable Bowel Syndrome (IBS-C)

Background and Overview

o Amitiza® (lubiprostone) was approved by the Food and Drug Administration (FDAY) in 2006 for
the treatment of chronic idiopathic constipation in adults. In April 2008, the indication was
extended to include the treatment of constipation predominate irritable bowel syndrome (1BS-C)
in women at least 18 years of age.

+ Amitiza® requires prior authorization (PA). This requircment was implemented in Februany
2007, when only the 24 pg strength was available for the ireatment of chronic idiopathic
constipation. In July 2008, thc Am itiza™ approval critcria was updated to include the new 8 pg
strength FDA-approved for the treatiment of IBS-C in women 18 years of age or older. At the
same time, a quantily limit of two capsules daily, reflecting FDA-recommended dosing, was
implementcd.

Methods

o A retrospective drug analysis of Amitiza® was porformed to review utilization and evaluate the
appropriateness of the current PA approval criteria as well as the current approval duration.

o DVHA claims data for Amitiza® was reviewed from Febraary 1, 2009 to Janvary 31, 2010, The
cxamined claims data included unique utilizers, number of paid claims, average cost per claim,
and total plan cost. The data was lGVIGWCd for trends in utilization.. In addition, a sample of prior
authorization requests for Amitiza® submitted from VFebruary 1, 2009 to January 31, 2010 was
reviewed for appropriateness of the current prior authorization criteria and approval duration. .

Resulis

o From February 1, 2009 to January 31, 2010, there were a total of 122 paid Amitiza® 24 pg claims
for 32 unique utilizers, costing the plan $23,737.23 with an average cost per claim of $195. There



was a monthly average of 9 unique utilizers (range 7-14) of Amitiza® 24 pg. The demand for the
lower 8 pg Amitiza® strength was considerably lower, For the Amitiza® 8 pg sticngth, there were
29 paid claims for a total of 14 unique utilizers (2 unique utilizers per month on average) costing
the plan a total of $5,843.17 per year at $201 per claim, on avcrage.

e The results indicate appropriate utilization bascd on the current approval criteria. In addition,
there wete a total of 80 prior authorization requests for $1 unique utilizers with an overall
approval rate of §7.5%. Furthcrmore, 51% of the received prior authorization requests were
renewal requests, 97.56% of which were approved for three months. Approximately 90% of all
new Amitiza® approvals were one-time PAs, with renewal not being pursued. ‘Fhe most common
reason for denying a request for Amitiza®, regardless of strength, was insufficient information.

The DVHA DUR board clected to:
s Maintain current criteria for prior authorization for Amitiza but recommended that whilc the

current duration of authorization for new requests reinains the same, the fength of authorization
for renewals be increased to 1 year, with rccertification authorized upon verification of clinical

Iresponse.

4. Antipsychotics — Evaluation of who is prescribing and Seroquel Dosing

Backgroundl and Overview

e As with most states, there has been considerable interest in the prescribing of antipsychotics.
Antipsychotics arc the second largest medication category by drug spend for DVHA. DVHA
collaborates with AHEC {(Area Health Iducation Centers Program) to provide data to assist in
academic detailing projects. In FFY 2010 AHEC was planning an academic detailing program
concerning the appropriate prescribing of atypical antipsychotics. DVHA compiled VT
Mecdicaid data on atypical antipsychotics and shared this information with the DUR Board in
addition 1o ATIEC.

e At the same time, budgetary constraints within (he statc Department of Mental Health prompted
a request for evaluation of Seroquel dosing.

Methods

e DVHA claims data for the period 4/1/2009 through 3/31/2010 for antipsychotics were cxamined
for prescriber specialty for those paticnts < 21 years old and > 21 years old.
e DVHA claims for Seroquel for the period 05/13/2009 through 05/13/2010 werc cvaluated to
determine total daily dosc for those patients > 18 years old and < 60 ycars old..

Results

¢ Asto be expected, psychiatrists prescribed the vast majority of antipsychotics for both children
and adults with an additional significant amount prescribed by family practice and pediatric
" medicine. ' '
e 56 % of total claims and 31.6 % of dollars for Seroquel claims were for doses < 150 mg/day that
most probably reflects use as an hypnotic or anxiolytic rather than as an antipsychotic.



DVHA Antipsychotic prescribing
by specialty and provider type
Patient Age > 21 years old
4/01/2009-3/31/2010

ip . Total To.t al
Prescribing_Prov_Specialty_Desc . Claims
Claims %
PSYCHIATRIC 24,157  66.47%
FAMILY PRACTICE 6,156  16.94%
INTERNAL MEDICINE 2,126 5.85%
OTHER CERTIFIED NURSE PRACTITIONER 3,905 10.74%

36,344 100.00%

DVHA Antipsychotic prescribing
by specialty and provider type
Patient Age < 21 years old
4/01/2009- 3/31/2010

. i Total o
Prescribing_ Prov_Specialty Desc Clai Claims
’ | aims o
- PSYCHIATRIC 11,538 70.10%
PEDIATRIC MEDICINE 3,054  18.56%
FAMILY PRACTICE _ 919 5.58%
OTHIR - 948 5.76%

TOTAL 16,459 100.00%



Seroquel Analysis (Patient Age > 18 and < 60 years old)

# of Claims & Total Plan Paid by Daily Dose Strength
Claims Data: 05.13.09 - 05.13.10

% of

MG Per Day clomms  clums | Paid Fron Pald
25 MG Once Daily 1,020 8.39% $84,124.42 2.48%
50 MG Once Daily 2,435 20.03% $339,978.84 10.02%
Other< 150 MG - . 3,331 27.40% $647,974.28 15.10%
> 150 MG 5,371 44.18% $2,321,207.67 68.41%
12,157

5. Topical Inmunemodulators - Dﬁplicatc Therapy

Background and Overview

100.00%

$3,393,285.21 100.00%

e Flidel® (pimecrolimus) and Protopic® (tacrolimus) are topical immunomodulators used in the

treatment of atopic dermatitis as second line therapy alter corticosteroids.
The MedMetrics Clinical Call Center raised a concern around patients who may be receiving

duplicate therapy with both Elidel and Protopic as a way to get around quantity limits that are in

place.

Elidel® and Protopic® require prior authorization (PA) for patients < 2 years and those without a

previous trial of a corticosteroid. Both drugs have quantity limits of 30grams per fill and 90
grams per 6 months, Additionally, patients < 16 ycars are limited to a Protopic® ointment
concentration of 0.3%. A retrospeclive quality assurance analysis of Elidel® and Protopic®
duplicate therapy was performed to review utilization and evaluate the appropriateness of the

current PA criteria.

Methods

e DVIIA claims data and PA requests for duplicate topical immunomodulator therapy were revicwed

from March 1, 2008 to February 28, 2010,

Results

o During this time period there was only one unique utilizer with 4 months of claims for duplicate
Elidel® and Protopic® therapy, costing the plan a total of $698.86. Upon further review of the
membei’s prior authorization history,the approvals note that Clidel® only worked on one side of the
member’s body and Protopic® worked on the other side but irritated the side of the body on which
Elidel® worked. No inappropriate duplicate therapy was discovered.

The DVIIA DUR beard determined:

» No changes to the current DVIIA prior authorization approval criteria were required.



6. Long Acting Narcoties — Duplicate Therapy

Backeround and Oveirvicw

DVHA docs not have hard reject eriicria in place to restrict duplicate long-acting narcotic
therapy. Pharmacies will receive sofl reject messages that may be overridden with the
appropriatc codes. Preferred long-acting narcotics are available without a prior authorization and
non-preferted LA narcotics pay after PA criteria and quantity limit criteria are met. There is no
hard cdit in place to prevent the use of multiple LA narcotic products. A retrospective evaluation
of LA narcotic utilization was performed to identify current utilization trends and to assess the
need for coding implementation that would prevent duplicate LA narcotic claims from paying at
the point of sale.

Methods

Results

_ Table 1: Data Searc'h for Duplicate LA Narcotics from April 1, 2009 to March 31 291 0.

Members receiving duplicate LA narcotic therapy were identificd through DVIIA claims data if
having two or more consecutive claims for long-acting narcotics or Suboxone/Subutex within 30
days from April 1, 2009 to March 31, 2010. Subscquently, claims data were reviewed to confirm
therapeutic duplication of long-acling narcotics. Members switching from onc form of therapy to
another were excluded from the analysis. Claims for different strengths of the same drug were
likewise cxcluded. A summary of the data search results is presented in Table 1. Members
identified by the QA analysis were evaluated for current utilization of duplicate LA narcotics,
multiple prescribers, and specific 1A narcotic combinations prescribed (Figures 1 and 2).
Maoreover, the examined claims data included unique utilizers by menth to evaluate for trends in
duplicate LA narcotic utitization (Table 3). In addition, a detailed soammary of LA narcotic
utilization for 22 members (50%) included in the review is presented in Table 3.

A review of utilization data from April 1, 2009 to March 31, 2010 has identificd 48 members
receiving two or more long-acting narcotics concurrently for at least two consecutive months. On
average, there were 41 unique members with paid duplicate LA narcotic or LA narcotic/
Suboxone® claims monthly within the review period.

Total number of members identified 64
Number of members receiving duplicate LA narcotic therapy 38
Number of memhers with concomitant LA narcotic/ Suboxone® claims* 10
Number of members with inactive profiles 4
Number of members eligible for inclusion in the detailed summary o 44
Number of members with current duplicate LA narcotic claims 13
Number of members with current concomitant LA narcotic/Suboxone® claims 1
Number of members with duplicate LA narcotic claims from multiple prescribers | 7
Number of members with concomitant LA narcotic/ Suboxone® claims from 6
multipte prescribers
Number of membaers with only 2 consecutive mainths of duplicate LA narcotic or 14
concomitant LA narcotic/Suboxone® claims

*The data search did not identify any members receiving concurrent Subutex® and LA narcotic therapy.



Figure 1: Types of Duplicate LA Narcotic Regimens

tiSuboxonefLA Narcotic Regimen

i Duplicate Oral LA Narcotic
Regimen

e Duplicate Cral/Transdermal
Narcotic Regimen

Figure 2: Specific LA Narcotic Combinations

w Suboxone/LA Narcotic

g Methadonel/Fentanyl

B Methadone/Morphine ER

B Methadone/Oxycodone ER

# Fentanyl/Morphine ER

11 Fentanyl/Oxycodone ER

i Morphine ER/Oxycodone ER
{IMaorphine ER/Opana ER

e A regimen consisting of an oral LA narcotic and a transdermal product was the most common
(55%) duplicate LA narcotic:combination therapy. Fentanyl in combination with morphine
sulfate extended-release was the most frequently chcountered cxample of such therapy.
Morcover, 20% of the identificd duplicate LA narcotic claims were for Suboxone® used in _
combination with a LA narcotic. Patient profiles were revicwed in detail for a random selection
(50%) of members (with active profiles) identified by the revicw. Among these members,
chronic back pain was the most common indication, in 36% of paticnts, for requesting a LA.
narcotic. Furthermore, malignancy and chronic pain syndrome were listed as diagnoses for
18.2% and 9% of patients, respectively. Diagnoses in remaining members could not be
ascertained from a retrospective patient profile review, From the information rcceived during
priot authorization review, it appears that five members continued lo receive a LA narcotic
which the member was repotted to have discontinued either due to inadequate therapeutic
response or adversc cffects. In all five instances, the same prescriber was responsible for both LA
narcolic prescriptions. Whether the prescribing physician intended for the patient to receive
duplicate LA narcotic therapy or Lo switch him/her to an alternative LA narcotic is unknown.



¢ The results of the retrospective QA analysis suggest that a small proportion of LA narcotic
utilizers receive duplicate LA narcotic therapy or buprenorphine in combination with a LA
narcotic. Current consensus guidelines and evidence-based medicine do not support this practice.

The DVHA DUR board elected to:

o Require prior authorization for duplicate long acting narcotic therapy after 2 consecutive months
of combined therapy. The prescriber would need 1o provide a clinically compelling rationale for
the duplicate therapy.

¢ Ask DVIIA to check with fegal staff concerning the information the Clinical Call Center may
give to prescribers regarding duplicate therapy. '

7. Mental Health Medications in Children

Background and Qverview

s An analysis was done at DVIIA in 2007 to look at the use of mental health medications in
children singly and in combination. Whilc there has been much discussion on this {opic
nationally, it was unclear whether the increasing trend had slowed or stopped in Vermont.

Methads

.« DVIA claims data for mental health medications in children for the period 4/1/2010 through
9/30/2010 was compiled and compared to the same analysis done 3 years earlier for the period
4/1/2007 through 9/30/2007.

Results
e  While the numbers of covered beneficiaries have increased in all age groups, there was no

significant increase in any group of medications ot age groups.

See attachment next page
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Drug Utilization Review Board Activity Summary FFY2010

The VT Medicaid (DVHA) DUR Board acting as the program’s Pharmacy and Therapeutics
(P&T) Committee met 9 (nine) times in FFY20]0.

The combined functions of the DUR Board results in the DUR Board having a unique
perspective on the cvaluation and Preferred Drug List (PDL) placement of newly released drugs.
As new drugs arc brought forward for evaluation, the DUR Board chooscs to manage these
medications in a manner that will result in appropriate prescribing from the time of introduction
of the drug (prospectively) rather than in a retrospective mannet when inappropriate patterns of
prescribing may have become ingrained. This results in the early adoption of quantity limits,
step therapy and promotion of generic drug choices. At the same time, as new drugs are
cvaluated, patterns of prescribing for altcrnative diugs may become appatent and lead the Board
to undertake retrospective drug utilization review activities for those other medications.
Additionally, the DUR Board will recommend that follow-up RetroDUR be performed of
relatively new drugs to ensure that the adopted clinical criteria are appropriate and result in
patterns of utilization that arc appropriate and cost-effective.

In FFY 2010, the DUR Board activitics included:

32 New Drug Reviews
17 New Dosage Form Reviews
18 Revised Clinical Coverage Criteria (including new indications for drugs alrcady on the
preferred drug list)
4 New Managed Drug Classes
28 Therapeutic Class Reviews
32 Quantity Limits established for new or previously reviewed drugs
26 FDA Safcty Alerts reviewed
11 RetroDUR Analyses
» Cough and Cold <2 years old
+  Xolair for Persistent Asthima
»  Buprenorphine (discussed at 5 meetings)
+ Luncsta for Insomnia
» Antipsychotics
»  Congestive Heart Failure — Appropriate Medication Use
+  Amitiza :
« Topical Immunomodutators — Duplicate Therapy
« Long Acting Narcotics — Duplicate therapy
+ Actiq and Fentora
*  Synagis



The Drug Utilization Review (DUR) Board will advisc DYHA on how best lo educate providers
and address the impact of phavinacy manufacturers advertising. In these mectings counter-
detailing oppottunities are considered. DVHA pariners with The Vermont Academic Detailing
Program which is a university-based prescriber education and support program that operates out
of ANEC (Arca Health Education Center Programs) to identify mutual areas of intcrest. The
goal of the Vermont Academic Detailing Program is to promote high quality, evidence-based,
patient-centered, and cost-cffective treatment decisions by healthcare professionals. ATIEC staff
visit prescriber offices for person-to-person educational sessions.

In the course of DUR activitics, the DUR Board may select certain drugs to target for review in
ordet to cnsurc that clinical criteria and prescribing patterns are appropriate. Staff makes
recommendations for targeted arcas and the Board selects those most relevant.  The Board then
deteimines if follow-up is appropriate either with the identified prescribers or with a clinical
advisory to all providers. In the event a preferred drug is changed (o a non-preferred status and
specific beneficiarics arc affected, prescribers are provided with two tools as recommendcd by
the DUR Board. One is a list of all the patients who were prescribed the specific drug that is
being changed. The second is a profile unique to each patient with the drug change listed. This
creates a recoid for usc in the patient's file.

To educate providers on general PBM Program coverage activitics, various methods are used.
Most (tequently, mailings are prepared around both general and specific changes and they are
targeted to prescribers and pharmacics scparately. The mailing topics arc generally
complimentary so that pharmacies understand the communications that have been sent to
prescribers. These mailings are also sent electronically to provider affiliates and representatives
so that these organizations can use their proprictary methods to distribute the materials.
Examples of these organizations include the Vermont Medical Socicty and the Vermont
Pharmacists Association. Providers may find all general pharmacy benetit management materials
posted on the DVHA webpage at http://dvha.vermont.gov/for-providers. Thesc materials
include the description of the PBM Program; DUR Board information; the Prefetred Drug List
and Critcria; prior authorization information and forms; bulletins and mailings; and other
information, instructions and alcits.




7 VERMONT

Vermont Health Access
Pharmacy Benefit Management Program
DUR Board Meeting Minutes: 10/13/09

Board Members:

Miciael Scovner, M.1Y., Chair Kathleen Boland, Pharm.,D. Cheryl Gibson, M.D.

Lynnc Vezing, R.I'h. MNorman Ward, M.[>. Richard Harvie, R. Ph,

Siaff:

Michael Farber, M.1D. OVHA Mauncy Miner, (MI1P} Jennifer Mullikin, OVITA

Dianc Neal, R.Ph., (MHDP) Nancy Hogue, Pharm.D. (MHD) Stacey Baker, OV1IA
Judy Jamicson, OVHA

Guesis: : ’

Mall Badalucco, Merck Ketley Mackison, Johnson & Johnsan Tim Nics, GSK

Amy Finn, Merck Paul McDcrmoll, Centecor Ortho Biotech Carl Possidente, Pfizer

Mauhzmed Gueye, Roche Pharmaceutical Steven McRae, Genentech Gary Prevost, PriCara

Mark Kaplan, Abboll Bob Meany, Takcda Phanmaceuticals Wayne Smilh, Jazz Pharma

Craig I emley, Amylin Chris Michagls, lilan Angelo Valeri, Novarlis

Michael Scovner, M.D. Chair, called the meeting to order at 7:00 p.m. at the DUR Board mecting site in
Williston.

1. Executive Session:

= An cxecutive scssion was held from 6:30 until 7:00 p.m. to discuss Mcdicaid OBRA'90/Supplemental
Rebates and Agreements as provided by 33 VSA § 1998(1)(2).

[+

. Introductions and Approval of DUR Board Minutes:

Introductions were made around the table. Dr. Michael Farber was introduced as the new Medical
Director. Dr. Farber comes to Vermont from California Medicaid (MediCal).

The September 2009 mecting minutes were amended so that the quantity limit on Ulori ic® would read
“1 tablet per day”. The amended minutes werc accepted.

Public Comment: No public comment.

3. OVHA Pharmacy Administration Updates: Vicki Loner - Deputy Director, OVHA

»  No administration update.

4. Medical Dirvector Update: Michael Furber, M.D. -- Medical Director

= Clinical Programs Update: No updates to report.

= Prescriber Comments: No comments to report.
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5, Follow-up items from Previous Meeting: Diane Neal R Ph., MedMetrics Health Partners (MIIP)
»  Kapidex™ Communications (Proton Pump Inhibitors)

. The Kapidex®/Prevacid® communication sent to pharmacies was sharcd with the DUR Board. The
Board requested that the communication to be sent to prescribers include dosing information. The
Board also asked that McdMetrics ensure that the messaging sent to pharmacies when Prevacid®
prescriptions are rcjected clearly list PDL preferred alternatives.

Public Comment: No public comment.
Board Decision: None nceded.

= Vectical” (calcitriol) Topical Ointment
Deferred until next meeting. Unable to obtain input from a dermatologist (o date.

6. Clinical Update: Drug Reviews: Diane Neal, R Ph.( MIIP)
(Public comment prior to Board action)
Note: All drug/criteria decisions will be reflected in the next PDL and/or Clinical Criteria update.

Abbreviated New Drug Reviews

»  Aplenzin® (buproption extended relcase) Tablet: Tt was recommended that coverage would
requite PA with the criteria for approval being that the paticnt has had a documented inadequate
response to Wellbutrin XL AND the patient has had a documented side effect, allergy, or
inadequatc response to at least 2 different antidepressants from the SSRI, SNRI and/or
Miscellaneous Antidepressant catcgories (may be preferred or non-preferred). A quantity limit of
one lablet per day was recommended.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

Full Drug Reviews

= Rapaflo® (silodosin) Capsule: It was recommended that coverage would require PA with the
criteria for approval being that the patient has had a documented side effect, allergy or treatment
failure with two preferred drugs (preferred drugs include doxazosin (gencric), terazosin (genceric),
¥lomax® and Uroxatral®). A quantity limit of one capsule per day was recommended. '

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.
= Simponi® (golimumab) Prefilled Injection: It was recommended that coverage would require PA -

due in part to its lack of proven superiority to other available agents and also to its cost compared
to these other agents.

Public Comment: Paul McDermott, Centecor Ortho Biotech - Commented on the cost of Simponi® and
its clinical attributes and easc of administration.

Board Decision: Dus to some inaccuracies in the monthly cost of therzgg)ies within this drug category
reported in the review, the Board moved to table discussion of Simponi™ at this time and to continue
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discussion next month. The Board also requested that the drugs conSIdered to belong to the DMARD
category be outlined clearly.

= ‘Toviaz® (fesoterodine) ER Tablet: It was rccommended that coverage would require PA with the
criteria for approval being that the paticnt has had a documented side effect, allergy, or treatment
failure with oxybutynin (short acting) AND the paticnt has had a documented side effect, allergy, or
treatment failure with 2 prefeired long-acting urinary antispasmodic agents. A quantity limit of one
tablet per day was recommended.

Public Comment: No public comment,
Board Decision: The Board unanimously approved the MHP recommendations noted above.

7. Review of Newly-Developed/Revised Clinical Coverage Criteria: Diane Neal, R.Ph, (MHP)
(Public comment prior (o Board action)

» Influenza Medications:
Presented to the DUR Board as information was a letter [rom CMS to State Health officials
concerning vaccinations and antiviral medications for 2009 HIN1. PA criteria have been removed for
antivirals at the request of the VT Dcpartment of Health though quantity limits remain. A general
update on the state of drug supplies and management of the class was presented.

Public Comment: No public comment.
Board Decision: None ncedced.
= Qssification Enbancers:

See below for individual drug subclasses. In addition, it was recommended that the length of
authorization for non-preferred drugs in this class be changed from lifetime to 3 years.

Public Comment: No public comment.
Board Decision: The Board approved the recommended change.

8. Drug Classes — Annual Review:
(Public comment prior to Board action)

= Bisphosphonatcs: Since there is no data to conclusively recommend one oral blsphosphonatc over
another, no changes are recommended in this category. Alendronate (generic) and Boniva® are
the plefened oral products. It was recommended that 2 new indications be added to the clinical
criteria accepted indications for Reclast® injection to also include that the patient is male with a
diagnosis of ostcoporosis or the patient has a diagnosis of glucocorticoid induced osteoporosis.

_ Public Comment: No public comment.
Board Decision: The Board approved the changes recommended above.

= Calcitonins; Tt was rccommended that both Miacalein® and Fortical® continue to be available as
preferted products. The generic formulation that is AB cquivalent to Miacalcin® should be listed
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as non-preferred with the criteria for approval being that the patient has a documented intolerance
to the brand product.

Public Comment: No public comment,
Board Decision: The Board unanimously approved the MHP recommendations noted above.
= Parathyroid Hormones: It was recommended that the criteria for approval of Forteo® (the only

drug in this class) be modified to rcad “treatment failure is defined as documented continued bone
loss or fracture after one or more years of treatment with a preferred bisphosphonate”.

Public Comment: No public comment.
Board Decision: The Board approved the MHP recommended change.
9. RetroDUR: Diane Neal, R.Ph, (MHP)

* Cough and Cold Products in Children I.ess than 2 years old
In January of 2008, the FDA issued a public health advisory, warning of the risk of using cough
and cold medications in patients under the age of 2, due to the risk of potentially life threatening
adverse elfccts. Due to this warning, a prior authorization for all cough and cold products was
implemented for the Office of Vermont 1lcalth Access for patients under 2 years of age. [n order
for a PA to be approved, the doctor must acknowledge the FDA’s warning regarding the risks of
using these medications in children less than 2 years of age, and document that the medical
necessity for use of the cough/cold product in their patient outweighs the risks as described in the
FDA alert. Since the implementation of the PA, the number of claims has decrcased from 62 to 2
per cold season (October | through April 30).

Public Comment: No public comment.

Board Decision: The Board agreed that the current criteria for prior authorization for cough and cold
products for children under the age of 2 years old are clinically appropriate and that no changes are
required.

= Future Topics: A discussion of possible future RetroDUR topics was held. There was still
considerable interest in going back and looking at short acting beta-agonist overuse in paticnts
who are not on a regularly taken controller medication. The Board was asked to think about other
possible topics. '

10. New Drug Product Plan Exclusions: Diane Neal, R.Ph, (MHP)

This will become a quarterly agenda topic so will be discussed at the December mecting,.

11. Updated New-to-Market Monitoring Log: Diane Neal, R.Ph, (MIIP)

- = The log is posted on the web site. This log shows new entrics in the market highlighted in red. The log
is informational only. Suggested dales for review are to be used as a guide only. The actual date of
review will depend on the complexity of the agenda.
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12. General Announcements: Diane Neal, R.Ph, (MHP)

EDA Safety Alerts

‘s Sitagliptin — pancreatitis:
FDA is revising the prescribing information for Januvia (sitagliptin) and Janumet
(sitagliptin/metformin) to include information on reported cases of acute pancrealitis in patients
using these products. Prescribers should be aware of the possibility for and monitor for the
emergence of the signs and symptoms of pancreatitis such as nausea, vomiting, anorexia, and
persistent severe abdominal pain, sometimes radiating to the back. No changes to clinical criteria
are recommended. '

Public Comment: No public commient,
Board Decision: None needed

»  Tysabri - More cases o PML:
The FDA continues to receive reports of progressive multifocal leukoencephalopathy (PML) in
patients receiving Tysabri. Tysabri was approved by the FDA for the treatment of relapsing forms
of multiple sclerosis (MS) in November 2004 and for moderately to severely active Crohn’s
disease in January 2008. The risk for developing PML. appears to increase with the number of
Tysabri infusions received. Al this time, the FDA is not requiting changes regarding PML to the
‘T'ysabri prescribing information or to the Tysabri risk management plan, called the TOUCH
Prescribing Program. No changes to clinical criteria are recommended.

Public Comment: No public comment.
Board Decision: None needed
13. Adjourn: Meeting adjourned at 8:30 p.m.

Next DUR Board Meeting

- Tuesday, November 10, 2009

7:00 - 9:00 p.m.*

EDS Building, OVHA Conlerence Room
312 Huiricane Lanc, Williston, V1T
(Enfrance is in the rear of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will vote to adjourn to IExecutive Session to

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(£)(2).
The Exceutive Session is closed to the public.
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& VERMONT

Vermont Health Access
Pharmacy Benefit Management Program
DUR Board Meeting Minmutes: 11/10/09

Board Members:

Miichael Scovner, M.D., Chair Kathlcen Boland, Pharm.D. Cheryl Gibson, M.13
Lynne Vezina, R.Ph, Norman Ward, M.D. Richard Harvie, R. Ph.
Stuart Graves, M.1D. . Andrew Miller, R, Ph Virginia Hood, M.I).
Staff: .

Cynihia LaWare, OVIIA Nancy Miner, (M) Jennifce Mullikin, OVIIA
Dianc Neal, R.Ph,, (ML) Nancy Hogue, Pharm. T3, (MI11*) Stacey Baker, OVHA
Robin Farnsworth, OVIIA Judy Jamieson, OV1IA
Guests: :

Ward Bennett, Centocor-013] Miclae) Deorsey, Abboit Danicite Maon, Merck
Christina Carmody, lindo Rod Irancisco, Forest Tim Nies, GSK.

Melanic Crain, J&J OM] . Craig Lemlcy, Amylin Gary Prevost, PriCara
Mike Delucia, Forest Steven Mclae, Genentech Vancssa Sciorling, Pricara

Michael Scovner, M.D. Chair, called the meeting to order at 7:02 p.m. at the DUR Board mceting site in
Williston.

1. Executive Session:

An execulive scssion was held from 6:30 until 7:00 p.m.' to di.écuss Medicaid OBRA'90/Supplemental
Rebates and Agreements as provided by 33 VSA § 1998(£)(2).

2. Introeductions and Approval of DUR Board Minutes: .

Introductions were made around the table.
The October 2009 meeting minutes were accepted as printed.

Public Comment: No public comment.

3. OVHA Pharmacy Administration Updates: Cynthia LaWare, Director of Pharmacy Bencfit
Programs, OVHA

» Legislative Committee on Administrative Rules: Discussions are ongoing regarding the 90 day
supply rule and the AWP discount rule.

»  Co-pay Analysis: There will be a presentation to the Heath Access Oversight Committee regarding an
analysis of an alternative co-pay structure.

4, Medical Director Update: Medical Director absent.

= Clinical Programs Update: No updaies werc reported.
= Prescriber Comments: No comments weie reccived.

OVIA DUR Board Minutes 11/10/09 Page 1 of 5



5. Follow-up itcms from Previous Mceting: Diane Neal, R.Ph., MedMetrics Health Pariners (MHP)

« Simponi® (polimumab) Prefilled Injection: It was recommended that coverage would require PA with the

criteria for approval being that the patient has a diagnosis of RA, psoriatic arthritis ot ankylosing spodylitis
and has already been stabilized on Simponi® OR patient age > 18 years AND diagnosis is RA, psoriatic
arthritis or ankylosing spondylitis, and the paticnt has documentation of an inadequate response, adverse
reaction or allergic response to methotrexate, or if methotrexate is contraindicated, at least | DMARD AND
the prescriber must provide a clinically valid reason why either Humira® or Enbrel® cannot be used. In
addition, it was recommended that initial approval durations should be authorized for 3 months with a
quantity limit of 1 syringe/month,

Public Comment: Ward Bennet, Centocor — OBI: Relayed the information that a study was presented at a
recent meeting of the American College of Rheumatology that showed a statistically significant slowing
of disease progression upon radiographic review comparcd to methotrexate.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Vectical® (calcitriol) Topical Qintment
Deferred until next mecting. Unable to obtain input from a dermatologist to date.

Clinical Update: Drug Reviews: Diane Neal, R.Ph.{ MHP)
(Public comment prior to Board action)
Note: All drug/ctiteria decisions will be reflected in the next PDI. and/or Clinical Criteria update.

Abbreviated New Drug Reviews

Exforse HCT® (amlodipine/valsartan/hydrochlorothiazide) Tablet: Recommended for addition to the
PDI, as preferred after the following clinical criteria are met: The patient has been started and
stabilized on the requested medication. (Note: samples arc not considered adequate justification for
stabilization.) OR the patient has had a documented side effect, allergy, or treatment failure to an
angiotensin converting cnzyme inhibitor (ACEI), an ACEI combination or any other angiotensin
receplor blocker (ARB) or ARB combination. In addition, a quantity limit of 1 (one) tablet per day
was recommended.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Full Drug Reviews

Nucynta® (tapentadol) Tablet: Recommended for addition to the PDI. as Prior-Authorization required
with the criteria for approval being the member has had a documented side effect, allergy, or treatment
failure to at least two of the following 3 immediate release gencric short acting narcotic analgesics —
morphine, hydmmo%)hone ot oxycodone. Tt was also rccommended that these same.clinical criteria
be applicd to Opana™. '

Public Comment: Melanie Crain, J&J OMJ - Commented on the clinical frials with Nucynta® and
mechanism of action.

Board Decision: The Board unanimously approved the MHP recommendations noted above.
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Nuvigil® (armodafinil) Tablet: Recommended for addition (o the PDI. as prior authorization required

with the criteria for approval for narcolepsy and cxccessive sleepiness associated with obstructive sleep
apnca/hypopnea syndrome (adjunct to standard treatment) being the patient is > 17 years old AND the
patient has been started and stabilized on the requested medication. (Note: samples ate not considered
adequate justification for stabilization.) OR the paticnt has had a documented side-eflect, allergy or
trcatment failure to a CNS stimulant or has a contlamdlcatlon for use of these agents (e.g. substance
abuse history). 1t was recommended that Nuvigil® not be approved for sleepiness associated with shift
work sleep disorder, idiopathic hypersomnolence, excessive daytime sleepmess fatiguc associated
with use of narcotic analgesics, or for ADHD. In addition, if Nuvigil® is approved, a quantity limit of
60 tablets [or 30 days for the 50 mg strength and 30 tablets for 30 days for 150 mg and 250 mg
strengths is recommended.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Savella® (milnacipran) Tablet: Recommended for addition to the PDL as prior authorization required

with the ctiteria for approval being the diagnosis or indication is treatment of fibromyalgia AND the
paticnt has had a documented side effect, allergy, or treatment failurc to TWO drugs from the
following: gabapentin, tricyclic antidepressant, SSR1 antidepressant, SNRI antidepressant,
misccllancous antidepressant or cyclobenzaprine. In addilion, a quantity limit of 2 tablets/day was
recommended. Also, it was recommended that Savella® be added as an option for priot trial that will
allow a patient to meet critetia for use of Lyrica® or Cymbalta® for the diagnosis of fibromyalgia.

Public Comment: Mike Delucia, Forest - Commenlted on the mechanism of action, pharmacokinetics,
efficacy and safety of Savella®,

Board Decision: The Board unanimously approved the MHP recommendations noted above.

7.

Review of Newly-Developed/Revised Clinical Coverage Criteria: Diane Neal, R Ph, (MIIP)
(Public comment prior to Board action)

Growth Flormoncs:

A previously plesenled therapeutic class review of growth hormones determined that all products are
equally effi C’ICIOUS It was 1ccommcnded that the most cost effective class structure would have
Nodritropin® dlld Omnitrope® as the preferred products (after clinical criteria are met) within this
class. Nutropin® would move to non-preferred status after clinical criteria are mel. JCORE, the
specialty pharmacy vendor for OVHA, will be responsible for contacting physicians and patients’
families regarding this change and will ensure that teaching regarding the use of the new products
occurs with families. This change was proposed for 01/04/2010. -

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Lipotropics: Miscellancous/Combinations (Lovaza® and Zetia®): )

It was recommended that “started and stabilized” be added as an approval criteria for Lovaza® so that
patients needing ongoing prior approvals could meet criteria (previously the criteria only included an

elevated triglyceride level which patients who were responding to therapy would no longer have). A
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discussion was held surrounding the approval criteria (or 7, e’m and whether the criteria for approval
should remain a trial of both gencric simvastatin and Crestor®.

Public Commeni: No public comment,

Board Decision: The DUR Board voled to approve the additional clinical criteria for Lovaza®™ as noted

above but declined to change the clinical criteria for Zetia®,

= Migraine Medications (Triptans):
[t was recommended that regular Maxalt® tablets move to prior authotization required. Malaxt® MLT
would remain preferred. This change was recommended due to a significant net cost difference
between the two dosage forms. A patient @Peuﬁc prescriber mallmg will be sent to prescribers asking
them to change paticnts on regular Maxalt™ tablets to Maxalt® MLT. This change was proposed for
01/04/2010. '

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIIP recommendations noted above

8. Drug Classes — Annual Review:
(Public comment prior to Board action)

» Long Acting Narcotics: A full therapeutic class review was prepared. The only change to this
category is that methadone 40 ing dispersible tablets arc no longer allowed to be dlspcnsed at retail
and will be removed from the listing. Complaints sunoundmg the criteria for Duragesic®-12 patches
were discussed but the criteria were recommended to remain unchanged. The criteria were reworded
to be clearer.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above

9. RetroDUR: Diane Neal, R.Ph, (MHP)
*  No RetroDur this month.

» Future Topics: Possible future topics werce discussed.
Public Comment: No public comment,
Board Decision: None needed.

10. New Drug Product Plan Exclusions: Diane Neal, R.Ph, (MIIP)

= This will now be a quarterly agenda topic so was not discussed this month.

11. Updated New-to-Market Monitoring Log: Diane Neal, R Ph, (MHP)

» The log is postcd on the web site. This log shows new entries in the market highlighted in red. The
log is informational only. Suggested dates for review arc to be used as a guide only. The actual date
of review will depend on the complexity of the agenda.
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12. General Announcements: Diane Neal, R.Ph, (MHP)
EDA Safety Alerts

» Byetta® - altered kidney function: FDA notificd healthcare professionals of revisions to the
prescribing information for Byet(a® (cxcnatide) to include information on post-marketing reports of
altered kidney function, including acute renal failure and insufficiency. Byetta® currently requires
‘prior authorization. No changes to criteria were recommended.

Public Comment: No public comiment. y
Board Dcecision: None needed.

»  Rituxan® - PML: Genentech and FDA notified healtheare professionals about a third case of
progressive multifocal leukocncephalopathy [PML], the first casc of PML in a patient with
rheumatoid arthritis [RA] treated with Rituxan® who has not previously received t1eatmenl with a
TNF antagonist. Information to date suggests that patients with RA who receive Rituxan® have an
increased risk of PML. Physicians should consider PML in any patient being treated with Rituxan®
whio presents with new onsct neurologic manifestations. Consultation with a neurologist, brain MRI,
and [umbar puncture should be considered as clinically indicated. Rituxan® is not currently actively
managed in the OVIIA benefit and no changes to this are recommended.

~ Public Comment: No public commcnt. -
Board Decision: None needed.
13. Adjourn: Mccting adjourned at 8:43 p.m.

Next DUR Board Mccting

Tuesday, December 08, 2009

7:00 - 9:00 p.m.*

EDS Building, OVHA Confcwn(,e Room
312 Hurricane Lanc, Williston, VT
(Entrance is in the reat of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will vote to adjourn to Exccutive Session to

discuss Medicaid OBRA'90/Supplemental Rebates and Agrecments as provided by 33 VSA § 1998(f)(2).
The IZxecutive Session is closed to the public.
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> VERMONT

Vermont Health Access
Pharmacy Benefit Management Program.
DUR Board Meeting Minutes: 12/08/2009

Board Members:

Michael Scovner, M.D., Chair Norman Ward, M.D. Cheryl Gibson, M.1).
1.ynne Vezina, R.Ph, Andrew Miller, R. Ph Richard Harvie, R. Ph.
Stuart Graves, M.1. Virginia Hood, M.T).
Stafl:

Cynthia LaWare, OVITA MNancy Miner, (MHI*) Ienniter Mullikin, OVHA
iane Neal, R.Ph,, (MEIP} Nancy Hogue, Pharm.D. (MHP) Stacey Baker, OVHA
Michael Farber, M.D. OVITA - Judy Jamicson, OVHA
Guesis:

Heidi Belden, Ortho-MeNeil Janssen Janes Kokoszyna, Allergan Susan Royal, Genentech
Christina Carmody, lindo Terry Lec, Gilead Sciences Bill Sanborn, Novarlis
Michael Deorsey, Abbott Tim Nies, GSK Angelo Valeri, Novartis

Amy Finn, Merck

' Michael Scovner, M.D. Chair, called the meeting to order at 7:03 p.m. at the DUR Board meeting site in
Williston,

1. Executive Session:

»  An exccutive session was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA'90/Supplemental
Rebates and Agreements as provided by 33 VSA § 1998(1)(2).

2. Introductions and Approval of DUR Board Minutes:

* Introductions werc made around the table.
» The November 2009 meeting minutes were accepled as printed.

Public Compnent. No public comment.

3. OVHA Pharmacy Administration Updates: Cynthia LaWare, Director of Pharmacy Benefit
Programs, OVHA

»  QOIG Audit: OVHA will be audited by the Office of Inspector General in relation to the 402
Demonstration Project. This was the period of time in early 2006 when Medicare Part D was
introduced and for the period of time January through March OVIA paid claims on behalf of the
Federal Government. The states then billed CMS for reimbursement. Compliance will be evalualed
1o determine that OVHA billed and was reimburscd correctly. '

4. Medical Divector Update: Michael Farber, MD, Medical Director, OVHA

»  Clinical Programs Update: No updates to report.
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»  Prescriber Comments: No prescriber comments teceived.

5. Follow-up items from Previous Meeting: Diane Neal, R Ph., MedMetrics Health Pariners (MHP)

= Vectical® (calcitriol) Topical Ointment: A delmatologist was consulied to advise the DUR Boatd on
appropuate step therapy prior to approving Vectical®. It was recommended that calcitriol ointment
requite prior-authorization with the criteria for approval being the patient is > 18 years of age AND
the paticnt has a diagnosis of mild-to-moderate plaque psoriasis AND the patient has demonstrated
inadequate response, adverse reaction or contraindication to calcipotriene. I’ approved, a quantity
limit of 200 g/week (2 tubesiweck) is recommended.

Public Comment. No public comment.
Board Decision: The Board unanimously approved the MITP recommendations noted above.
6. Clinical Update: Drug Reviews: Diane Neal, R.Ph.( MHP)

(Public comment prior to Board action)
Note: All drug/criteria decisions will be reflected in the next PDL and/or Clinical Cutel ia update.

Ahhrevmted New Drug Reviews

= Fibricor® (fenofibric acid) Tablet: It was recommended that Fibricor® be added to the PDL as prior
authorization required with the criteria for approval being that the paticnt is taking a statin
concuuently and has had a documented side cffect, allergy, or trecatment failure with Tricot™ or
TriLipix® OR the pdtlent has had a documented side effect, allergy, or treatment failure to gemfibrozil .
and Tricor® or TriLipix®. Additionally, a quantity limit of onc capsule per day is recommended.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

»  Zipsor® (diclofenac potassium) Capsule: 1t was recommended that Zipsor™ (diclofenac potassium) be
added to the PDL as prior authorization required with the approval criteria being the patient has had a
documented intolerance to diclofenac tablets AND the patient has had a documented side cffect,
allergy or treatiment failure with two additional generic NSAIDs.

Public Comment: No public comment.

Board Decision: The Board requested that the proposed criteria be amended to read “AND the patient
has had a documented side effect, allergy or treatment failure with FOUR additional generic NSAIDs”.

Full Dr ug ) Reviews

= Besivance® (besifloxacin) Ophthalmic Suspension: 1t was recommended that Besivance® be added to
the PDL as prior authorization required with the approval criteria being the patient has had a
documented side effect, allergy or treatment failure with ciprofloxacin or ofloxacin.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.
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Samsca® (tolvaptan) Tablet: It was recommended that tolvaptan be added to the PDL as prior
authorization required with the approval criteria being the agent is being used for the treatment of
euvolemic or hypervolemic hyponatremia AND the treatment will be initiated or is being reinitiated in
a hospital setting where serum sodium.can be monitored. 1 Samsca® is approved, a quantity limit of
one tablet per day for the 15 mg tablet and two tablets per day for the 30 mg tablet was proposcd,

Public Comment: No public comment.

Board Decision: Thc Board requested that in addition to the above criteria the following criteria be
included “Despite optimal fluid restriction, the patient’s scrum sedium is < 120 mEg/L or the patient is
symptomatic with a serum sodium < 125 mEq/L”.

7.

Drug Classcs-Annual Review: Diane Neal, R Ph, (MHP)
(Public comment priot to Board action)

Androgens inchuding Topical Testosterone Products:

The oral, injectablc and topical products were reviewed. It was recommended that there was not a
need to actively manage the oral and injectable products. No changes were recommended to the
topical testeosterone class preferred products, clinical criteria or quantity limits.

Public Comment: No public cominent.

Board Decision: The Board unanimously approved the MHD recommendations noted above.

Anticonvulsants (including abbreviated review of Lamictal® (lamotiigine) ODT, Lamictal®
(lamotrigine) XR, Sabril® (vigabatrin) and Vimpat® (lacosamidc)):

Lamictal® (Iamotrigine) XR; Recommended to require prior authorization with the criteria [or
approval being the patient has been unablc to be compliant with or telerate twice daily dosing of
lamotrigine IR.

Lamictal® (lamotrigine) ODT: Recommended to require prior authorization with the criteria for
approval being medical necessity for a specialty dosage form has been provided and lamotrigine
chewable tablets cannot be used.

Sabril® (vigabatrin): Reccom mended to require prior authorization with the following criteria:
Diagnosis is infantile spasms or the patient is an adult and the indication s adjunctive therapy in
refractory complex partial seizurcs after failure of THREE other preferred anticonvulsants.
Vimpat” (lacosamide): Recommended to require prior authorization with the criteria for approval
being the patient has been started and stabilized on the requested medication or the diagnosis is
adjunctive therapy of partial-onset seizutes and the patient has had a documented side effect, allergy,
treatment failure/inadequate response or a contraindication to at least TWQ preferred anticonvulsants.
Felbatol® (felbamate): Due to safety concerns, it was recommended to be moved to require ptiot
authorization with the criteria for approval being the paticnt has been started and stabilized on the
requested medication or the diagnosis is adjunctive therapy of partial-onset seizures or I.ennox-
Gastaut seizures and the patient has had a documented side effect, allergy, treatment
failure/inadequate response or a contraindication to at least THREE preferred anticonvulsants.

No other changes were recommended to the current clinical criteria and preferred/non-preferred
products.

Public Comment: No public comment.
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Board Decision: The Board approved the MHP recommendations noted above. The Board requested
that Lamictal® XR utlllzallon be evaluated in six months. The Board also requested that in addition to the
proposcd criteria for Sabril®, an additional criterion of “The prescriber and patient arc reglstcl ed with the
SHARE program” be added. In addition, it was requested that a criterion for Felbatol® include reference
-to hepatic dysfunction.

= - Antipsychotics (including abbreviated review of Invega® Sustenna (paliperidone palmitate IM ER and
Saphris® (asenapine malcatc)):
Atypical Antipsychotics:
Jnvega Sustenna® (paliperidone palmitate): Recommended to require prior authorization. In addition
to criteria for long acting injection (Medical necessity for a specialty dosage form has been provided
(swallowing disorder, non-compliance with oral medications, etc.)), paticnt has had a documented side
effect, allergy or treatment failure with Risperdal Consta®.
Saphris® (asenapine): Recommended to require prior authorization with the criteria for approval
being the same as the other non-preferred tablets in this category (the patient has been started and
stabilized on the requested medication. (Note: samples ate not considered adequate justification for
stabilization.) OR the patient has had a documented side cffect, allergy or treatment failure with at
least two preferred products).
Abilify® Discinelt; 1t was recommended that the quantity limit for 10 mg and 15 mg dosage forms be
increased from 1.5 to 2 tablets per day.
Typical Antipsychotics: No changes were recommended for this drug class.

Public Comment: Heidi Belden, Ortho-McNeil ._]ans.s;en Commented on the clinical studies, dosing
regimens and some of the advantages of Invega® Sustcnna.

Board Dccision: ‘[he Board unanimously approved the MHP recommendations noted above. The Board
requested that long acting typical antipsychotics be clearly outlined in the table. :

= Benign Prostatic Ilyperplasia (BPH) Treatments (Alpba Blockers and Androgen [lormone Inhibitors):
Alpha Blockers:
No changes were recommended to the preferred/non-preforred products or clinical criteria. It was
recommended that a quantity l|m|t of 2 capsules/day be added for Flomax®, a quantity limit of one
tablet/day be added for Uroxatral® and a quantity limit of one t':blct per day be added for (,atdma
XL
Androgen Hormong Inhibitors: No changes were recommended for this category.

Public Comment: No public comment.

Board Decision: The Board approved the addition of the recommended quantity limits and no changes to
cither preferred products or clinical criteria.

= Urinary Antispasmodics (including abbreviated review of Gelnique® (oxybutynin gel):
Gelnigue® (oxybutynin) topical gel: Recommended to require prior authorization with the criteria for
approval being the patient is unable to swallow a solid oral formulation (e.g. paticnts with dysphagia)
OR the patient is unable to be compliant with solid oral dosage forms. A quantity limil of 30 sachets
per 30 d'gs is rccommended.
Sanctura™ (frospium); Recommended to move to prior authowatlon required. The criteria for
approval would be the patient has had a documented side effcet, allergy, or treatment failure with
oxybutynin. AND the paticnt has had a documented side effect, allergy, or treatment failure with 2
preferrcd long-acting agents (onc of which would be Sanctura XR).
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Oxytrol® (oxybutynin treansdermal); Recominénded that criteria for approval be the same as that
proposed for Gelnique above. The criteria for approval being the patient is unable to swallow a solid

oral formulations (e.g. paticnts with dysphagia) OR the patient is unable to be compliant with solid

oral dosage forms.

Public Comment: No public comment.

Board Decision: The Board approved the recommendations as noted above.

8.

RetroDUR: Diane Neal, R.Ph, (MHP)

Xolair® (omalizumab) for persistent asthma:

Currently Xolair® requires prior authorization. This requirement was 1mplcmcntcd in October 2003.
A retrospective drug analysis of Xolair® was performed to review utilization and evaluate the
appropriateness of the current prior authorization criteria. Claims data for Xolair® was reviewed from
October 1, 2008 to September 30, 2009. The examined claims data included unique utilizers, number
of paid clalms average cost per claim, and total plan cost. The data was lewcwcd for trends in
utilization. In addition, a sample of prior authorization requests [or Xolair®, submitted from October
1, 2008 to September 30, 2009, was revicwed for appropriateness of the cuucnt prior authorization
criteria. During the review period from October 1, 2008 to Seplembcn 30, 2009, therc were a total of
137 paid pharmacy claims and 10 paid mcdical cialms for Xolair® for 18 and 3 unique utilizers,
respectively. The total plan cost during this time period was $312,082.98. The average cost per

_ pharmacy claim was $2,164.88 and the average cost per medical claim was $1,549.50. The results

indicate appropriate utilization bascd on the current approval criteria. In addition, there were a total of
53 prior authorization requests for [9 unique utilizers with an overall denial rate of 11%. The prior
authorization requests for 11 of the 14 members rcwcwed were for renewal requests. Although the
revicw demonstrated a high rate of appropriate Xolain® utlhzatlon due to the lng]1 cost and risk of
inappropriate plesulbmg, it is rccommended that Xolair™ remain available via prior authorization.
Ilowever, most of the prior authorizations were renewal requests and many of the members had
multiple prior authorizations in the review period. In addition, while a specialist consult is required
yearly, the current authorization period is 3 months. Thercfore, it is recommended that the cutrent
authorization approval criteria for initial requests remain the same, and length of authorization for
renewals requests increased to 1 year. Also, it was recommended that the prior authorization form be
revised o help prescribers provide all the necessary information,

Public Comment: No public comment.

Board Decision: The Board approved the recommended changg in length of prior authorization.

9.

Updated New-to-Market Monitoring Log {(Consent agenda topic): Diane Neal, R Ph, (MIIP)

The log is posted on the web site. This log shows new entrics in the market highlighted in red. The

" log is informational only. Suggested dates for review are to be used as a guide only. The actual date

of review will depend on the complexity of the agenda.

Public Comment: No public comment.

Board Deciston: Nonc needed.
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10. General Announcements: Diane Neal, R.Ph, (MIIP)

FDA Safety Alerts :

Meridia® - (sibutramine Hydrochloride): Early communication about an ongoing safcty revicw

FDA notificd healthcare professionals and patients that it is reviewing preliminary data from a recent
study suggesting that patients using sibutramine have a higher number of cardiovascular events (heatt
attack, stroke, resuscitated cardiac atrest, or death) than patients using a placebo (sugar pill). These
findings highlight the importancc of avoiding the use of sibutramine in paticnts with a history of
coronary artery disease (hcart disease), congestive heart failure (CHE), arrhythmias, or stroke, as
recommended in the current sibutramine labeling. This drug currently requires Prior Authorization. Tt
was recommended that the Board wait for further information from the FDA before making further

changes.

Public Comment: No public comment,

Board Decision: The Board approved waiting for more information before making any critcria changes.

Clopidogrel and Omeprazole-Drug interaction

FDA notified healthcare professionals of new safety information concerning an interaction between
clopidogrel (Plavix®), an anti-clotting medication, and omeprazole (Prilosec™/Prilosec” OTC), a
proton pump inhibitor (PPT) uscd to reduce stomach acid. New data show that when clopidogrel and
omeprazole are taken together, the effectivencss of clopidogrel is reduced. Patients at risk for heart
attacks or strokes who usc clopidogrel to prevent blood clots will not get the full effect of this
medicine il they arc also taking omeprazole. Separating the’ dose of clopidogre! and omeprazole in
time will not reduce this drug interaction. It was recomimended that this information be posted on the
web sile.

Public Comment: No public comment.

Board Decision: The Board recommended waiting for more outcomes information before making any
criteria changes. :

11. Adjourn: Meeting adjourned at 9:14 p.m.

Next PUR Board Mceting

‘Tuesday, January 12, 2009

7:00 - 9:00 pan.*

EDS Building, OVHA Conlerence Room
312 Hurricane Lane, Williston, VT
(Entrance is in the rear of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will vole to adjourn to Executive Session to
discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(1)(2).
The Ixecutive Session is closed to the public.
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» < VERMONT

Vermont Health Access
Pharmacy Benefit Management Program
DUR Board Meeting Minutes: 01/12/2010

Board Members:

Michuel Scovner, M.I., Chair Norninan Ward, M.D. " Richard Harvie, R, IPh.

[ymme Vozing, R.Ph. Andrew Miller, R. Ph Virginia [ood, M.D.

Stuart Graves, M.D. :
“Staff:

Cynthia LaWare, OVIIA - Naney Miner, (MHP) Vicki Loner, OVIIA

1Yianc Neal, R.Ph., (MHDP} Nancy Uogue, Pharm.D. (MTIT) Stacey Baker, OVHA

Michuel Farber, M.D. OVI1TA Robin Farnsworth, OVHA Judy Jamicsan, OVIIA

Guests: \

Steve Berardino, Amgen Glenn E. Dooley, Sr, Sanofi-Aveatis Bill Sanborn, Novarlis

Michact Deorsey, Abbolt Morrie Olsen, Reckill Benekiser Brooke Pastare Still, Reckitt Benckiser

Michacl Scovner, M.D. Chair, called the meeting to order at 7:05 p.m. at the DUR Board mccting site in
Williston.

1. Execcutive Session:

An executive session was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA‘()U;’Supplementlal
Rebates and Agreements as provided by 33 VSA § 1998(1)(2).

2, Introductions and Approval of DUR Board Minutcs:

Introductions were made around the table.
The December 2009 meeting minutes were accepted as printed.

Public Commeni: No public comment.

3. OVHA Pharmacy Administration Updates: Cynthia LaWare, Direclor of Pharmacy Benefit
Programs, OVHA

= Vermont Prescription Monitoring System: A brown bag lunch presentation discussing this program
will be held on Friday February 12, 2010 at 12 noon. Al interested are welcome Lo attend.

a  VPharm PPI/Statin Pilot Program: A drafl copy of the “Therapeutic Equivalency Program Legislative
Report” was distributed (and later collected) to DUR Board members and discussed. VPharm costs
are clearly shifting more toward preferred medications; 39% preferred proton pump inhibitors (PPIs)
pre program compared t072% post program, and 69% preferred statins pre program compared to 86%
post-program. In addition, the costs pet day for proton pump inhibitors (PPI’s) decreased 26% and
costs per day for statins decreased 52%. This {igurc includes the cost of non-preferred products
obtained through exception or due to a prior authotization in the Part D plan. The savings for the
threc-month post period were $138,000, with a projected annualized savings of $552,600.
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4. Medical Director Update: Michael Farber, MD, Medical Director, OVIIA

- Clinical Programs Update: No updates to report.
Prescriber Comments: No prescriber cominents received.

Lh

. Follow-up items from Previous Meeting: Diane Neal, R.Ph.,, MedMetrics Health Partners (MHP)

Topical Testosterorie Products: A DUR Board member had asked about gender edits on these
products. There is a gender edit in place and so claims for female patients would reject for prior
authorization. '

Public Comment: No public comment.
Board Deeision: Nonc needed.
6. Clinical Update: Drug Reviews: Diane Neal, R Ph.( MHF)

(Public comment prior to Board action) _
Note: All drug/criteria decisions will be reficeted in the next PDL and/or Clinical Criteria update.

Abbreviated New Drug Reviews

»  Asacol HD® (mcsalamine) D{;Iayed Releasc Tablet
Deferred until February meeting.

Full New Drug Reviews

= Bffient® (prasugrel) Tablet: It was rccommended that Effient® (prasugrel) be added to the PDL as a
preferred product in the platelet inhibitor class. A quantity limit of onc tablet per day was
recommended to encourage dose consolidation.

Public Comment: No public comment.

Roard Decision: The Board unanimously approved the MIIP recommendations noted above.
In addition, the Board requested a utilization review in six months to monitor for appropriate utilization.

« Jlaris® (canakinumab) Vial for Subcutaneous Injection: It was recommended that laris®
(canakinumab) require prior authorization with the criteria for approval being the member is 4 years
old or older AND the member has a diagnosis of CAPS, supported by medical records. In addition, a
quantity limit of 1 vial/56 days is recommended. It was also recommended that for approval ol
}-'\‘rca!igrst® (rilonacept) (the only other medication FDA approved for this indication) that a trial of
laris® would be required [irst. A new managed category cntitled “Cryopyrin-Associated Periodic
Syndromes (CAPS) injectables” will be created.

Public Comment: No public comment,

Board Decision: 'he Board unanimously approved the MHP recommendations noted above.
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»  Multag® (droncdarone) Tablet: Tt was recommended that Multaq® (dronedarone) be made available
without prior authorization. Due to low utilization within this drug class and no anticipated issues
with inappropriate prescribing, it was recommended that the antiarrhythmic drug class did not need to
be listed as a managed class. '

Public Comment: No public comment.
Board Decision: "The Board unanimously approved the MHP recommendations noted above.

= Onglyza® (saxagliptin) Tablet: It was recommended that Onglyza® (saxagliptin) be added to the PDL
as “preferred after clinical criteria are met”. The criteria for approval would be a documented side
effect, allergy, contraindication or treatment failure with metlormin, A look-back for prier therapy
with metformin would be handled with automated step therapy. In addition, a quantity limit of one
tablet per day was recommendcd. '

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above. The Board
requested that the criteria be worded in a manner that would not discourage combined therapy with
metformin.

7. Therapeutic Drug Classes — Periodic Review: Diane Neal, R.Ph, (MHP)
(Public comment prior to Boatd action)

= Scabicides and Pediculicides (includes overview of Ulesfia® (benzyl alcohol 5% lotion)):
Deferred until February meeting

8. Revicw of Newly-Developed/Revised Clinical Coverage Criteria: Diane Neal, R.Ph, (MHAT)
(Public comment prior to Board action)

= Suboxone®Subutex® (buprenorphinc):
Suboxone® and Subutex® utilization was discussed. From January 2007 until December 2009 the
number of unique monthly utilizers increased from 788 to 1,737, Total payment increascd from
$263,248.10 per month to $702,032.58 per month. Patterns of daily dose amounts, days supply per
prescription and numbers of Subutex® patients compared to Suboxone® patients were discussed. No
immediatc changes were recommended to the criteria and additional aspects of utilization will be
studied. '

Public Comment: Morrie Olson, Reckitt Benckiser -- discusscd the history of the drug, pharmacology and
appropriate use of the medication.

Board Decision: None needed.
9, RetroDUR: Diane Neal, R.Ph, (MIIP)

»  Lunesta® (cszopiclone) for insomnia: ' As expected, utilization of Lunesta® decreased after the
implementation of the priot-authorization requirement. The average number of unique utilizers in the
9 months before and aller the implementation of the ptior-authorization was 382 and 253,
respectively. In addition, a total of 207 prior authorization requests were reviewed between January 3,
2009 and November 5, 2009. Despite a fairly high rate of approval, the overall denial rate was 22%.

The results of this quality assutance analysis and review of the denials for the prior-authorization
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requests indicate that some prescribers were requesting Luncsta® w1t110ut atrial of geneuc zolpidem.
Due to the lack of comparative efficacy data demonstrating advantages of Luncsta® over other agents
in the class, as well as the availability of less costly generic drug products within the class, itis
recommended that Tunesta” remain on prior authorization. It is also recommended that no changes be
made to the approval criteria for Luncsta® and that the length of authorization for approval remain one
year. Some patients at this point remain on therapy without a prior authorization because they were
originally grandfathered at the time that Lunesta was moved to non-preferred. 1t was recommended
that the grandfathering continue.

Public Comment. No public comment.

Board Decision: The Board unanimously approved no changes to the criteria but requested that the
number of paticnts remaining on therapy without a prior authorization be deteimined.

= Cost Savings/Clinical Analysis of Prior Initiatives:
s Specialty Pharmacy - Hepatitis C and Growth Hormone
Deferred until February meeting.

10. Updated New-to-Market Monitoring Log (Consent agenda topic): Diane Neal, R.Ph, (MHF)

» The log is posted on the web site. This log shows new entries in the market highlighted in red. The
log is informational only. Suggcsted dates for review are to be uscd as a guide only. The actual date
of review will depend on the complexity of the agenda.

Public Comment: No public comment.

Board Decision: Nonc needed.

11. General Announcements: Diane Neal, R.Ph, (MHP)
Deferred until Februaty meeting.

12. Adjourn: Mecting adjourned at 9:30 p.m.

Next DUR Board Meeting

Tuesday, February 09, 2009

7:00 - 9:00 p.m.*

EDS Building, OVHA Conference Room
312 Hurricane Lane, Williston, VT
(Entrance is in the rear of the building)

* The Board mecting will begin at 6:30 p.m. and the Board will vote to adjourn to Txceutive Session (o

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(H)(2).
The Executive Scssion is closed to the public.
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&~ VERMONT

Vermont Health Access
Pharmacy Benefit Management Program
DUR Board Meeting Minutes: 02/09/2010 ;

Board Members:

Michael Scovner, M.D., Chair Noerman Ward, M.D. Stuart Graves, M.D.

Lynne Vezing, R.Ph. Andrew Miller, R. Ph Kathlcen Beland, Phann.D.
Staff:

Cynthia LaWare, OVIIA Nancy Miner, (MHDP) Jenniler Egelhof, OVIIA
Diane Neal, & P, (M1} Nancy Hogue, Phagn, 13, (MHDP) Stacey Baker, OVHA
Michael Varber, M.D. OVHA

Guests:

Rebert Hanmons, M.D. James Kokoszyna, Allcrgan Jeffrey Olson, Gilcad Medical Affairs
Amy Finn, Merck “Terry Lee, Gilcad Sciences Vik Patel, Amylin

Rod Francisco, Forest Craig ] emley, Amylin John Renna, Shirc
Theedore Johnsan, M.I. Kelley Mackison, Jahnson & Johnson James Soriano, Shire

Mark Walker, Shire

Michael Scovner, M.D. Chai, called the meeting.lo order at 7:05 p.m. at the DUR Board meeting site in
Williston.

[

. Executive Session:

An exccutive session was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA'90/Supplemental
Rebates and Agrcements as provided by 33 VSA § 1998(f)(2). '

. Introductions and Approval of DUR Board Minutes:

Introductions were made around the table.
‘The January 2010 meeting minutes were accepted as printed.

Public Comment: No public comment.

3.

()VHA Pha rmacy Administration Updates: Cynthia LaWare, Director of Pharmacy Benefil
Programs, OVHA

Pharmacy Best Practices and Cost Control Report 2010 (SFY 2009): This report has been submitied to

the legislature. The full report is available on the OVHA website. Net of rebates there was an

increase in spend of 6.63% which appears to have been largely driven by an increase in enrollment of

5.16%. Net spending per beneficiary per month increased by 1.4% for all OVIA beneliciarics.

Medical Divector Update: Michael Farher, MD, Medical Director, OVHA

DUR Board Meeting Schedule; A proposal was made to spread the DUR Board meetings {rom a
monthly schedule to an every 6 week schedule. There would be a total of 8 meetings per year.

- Clinical Programs Update: There has becn a lot of emphasis placed on examining the buprcnorphine

program for opiate addiction. This will be discusscd in more detail later in the mecting and in the
months to come.
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=  Prescriber Comments: No prescriber comments reported by Dr. Farber.-

Robert Emmons, M.D. (private practice psychiatrist) — Dt. Emmons (who is not a Medicaid enrolled
provider) was invited by a DUR Board member to speak regarding his experience covering for a
colleague for a possible Medicaid patient who needed a prior authorization. It was suggested by Dr.
Emmons that the Preferred Drug List should be climinated and replaced with educational cfforts and
advice. It was also suggested that there should be a method to track and report harm that might occur
as a result of drug coverage policics.

5. Follow-up items from Previous Meeting: Diane Neal, R.Ph., MedMetrics Health Partners (MHP)
= No follow-up itcins
6. Clinical Update: Drug Reviews: Digne Neal, R.Ph.( MHP)

(Public comment prior o Board action)
Note: All drug/criteria decisions will be reflected in the next PDL andfor Clinical Criteria update.

Abbreviated New Drug Reviews

»  Acuvail® (ketorolac) Ophthalmic Solution: It was recommended that Acuvail® (ketorolac) require
prior authorization as a non-preferred product with the criteria for ap tlg’:rmral being lhqt the patient has
had a documented side effect, allergy, or treatment failure to Acular™ or Acular LS® or the paticnt has
a documented hypersensitivity to the prescrvative benzalkonium chloude In addition, a quantity limit
of 30 unit dosc packets per {ill was rccommended.

Public Comment. No public comment.
Board Decision: The Board vnanimously approved the MHP recommendations noted above.

»  Asacol HD® (mesalamine) Delayed Release Tablef; It was recommended that Asacol HD®
(mesalamine delayed rclcase tablet) require prior authorization as a non-preferred product with the
criteria for approval being that the patient has had a documented side effect, allcrgy, or treatment
failure with two (2) preferied products.

Public Comment: No public comment.

-

Board Decision: The Board unanimously approved the MHP recommendations noted above.

*  Edluar® (zolpidem tartrate) Sublingual Tablet: : It was recommended that Edluar® (zolpidem tartratc
sublingual) require prior authorization as a non-preferred product with the criteria for approval being
that the patient has a medical nccessity for a disintegrating tablet formulation (i.e. swallowing
disorder). In addition, a quantity limit of onc tablet per day was recommended.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recomendations noted above.
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Full Drug Reviews

= Cetraxal® (ciprofloxacin) Otic Solution: 1t was recommended that Cetraxal® (ciprofloxacin) otic
solution require prior authorization as a non-preforred product with the criteria for approval being that
the pd‘uent has had a documented side effccet, allergy, or lleatment failure to one of the fo!lowmg any
generic ncomyein/polymixin B/hydrocortisone product, Ciprodex® ofic suspension or genetic
oftoxacin otic solution. In addition, a quantity limit of [4 unit dosc packages per fill was proposed.
The Otic Anti-Infective managed catcgory table was separated into “anti-infective single agent™
ptoducts and “anti-infective/corticosteroid cormbination” products.

Public Comment: No public comment,

Board Decision: The Board unanimously approved thc MHP recommendations noted above including
the restructure of the class table. The Board requested that ufilization for some of the alternative olic
solutions such as the acetic acid products be brought back to a subsequent meeting.

»  Embeda® (morphine sulfate/naltrexone hydrochloride) Capsule (long acting): It was recommended
that Embeda® (morphine sulfate/naltrexonc hydrochloride) long acting capsule require prior
authorization as a non-preferred product with the criteria for app:oval being that the patient has had a
documented side cffect, allergy, or (reatment failure to gencric morphine sulfatc SR 12 hour. Tt was
proposed that a history of drug abuse did not warrant approval of l"mbcda as it was not ¢lcar to what
cxtent this formulation will deter misusc, abuse and diversion.

- Public Comment: No public comment.

Board Decision: The Board voted to defer a decision on this product until a subscquent meeting atter
attaining input from experts in pain management and addiction regarding the rolc of this drug. The Board
also requested (0 know how many different prescribers were prescribing Avinza® (mor phine sulfate).

»  Intuniv® (guanfacine) Extended Release Tabict; 1t was recommended that Intuniv® (guanfacine)
extended rclease require prior authorization as a non-preferred product as stimulants are preferred first
linc therapies. The recommended criteria for approval were the patient has a diagnosis of ADHD and
the patient has been started and stabilized on the requested medication (excludes samples) or the
paticnt has a documented treatment failure due to lack of elficacy to two long acting CNS stimulants
and the patient has had a documented treatment failure with guanfacine immediate-telease or has been
unable to be compliant with or tolerate twice threc times daily dosing of guanfacine immediate-release
or the patient has a documented side effect, allergy, or direct contraindication (cg. comorbid tics,
moderate-to-severe anxiety) to any one long-acting CNS stimulant and the patient has had a
documented {reatment failure with guanfacine immediate-rclcase or has been unable to be compliant
with or tolerate twice three times daily dosing of guanfacine immediatc-release, In addition, a
quantity limit of one tablet per day was recommended.

Public Comment: Theodore Johnson, M.D., Pediatrician — Discussed the desire for non-stimulant
choices in ADHD.

John Renna, Shire -- Commented on the situations where immediate release guanfacine
might be uscd (autism, disruptive behavior issues) and also on the propertics of Intuniv®.

Board Decision: The Board voted to make Intuniv® non-preferred with the ctiteria as outlined above but
did not want to require a trial of immediate rclease guanfacine prior to approval. The Boatd also
requested that the drug be approved if there is a history of drug abusc with the patient or in the home.
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7. Therapeutic Drug Classes-Periodic Review : Diane Neai, R Ph, (MHP)
(Public comment prior to Board action)

»  Scabicidcs and Pediculicides (includes overvicw of Ulesfia® (benzyl alcohol 5% lotion)):
It was recommended that the class remain unchanged and that Ulesfia® (benzyl alcohol 5% lotion) be
added as non-preferred with the criteria for approval being the same as for other non-preferred
products (the patient has had a documented side effect or alletgy to permethrin or treatment failure
with two treatments of permethrin). :

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above. It was
requested that the statement regarding neurotoxic side effects with other pr oductq be clarified at the next
Board mecting.

8. New Managed Therapeutic Drug Classes
(Public Comment prior to Board action)

= Pulmonary Arterial Hypertension Agents: It was recommended that Adcirca® (tadalafil) be added to
the phosphodiesterasc-5 (PDE-5) Inhibitor Medications class as non-preferred with criteria for
approval being a clinical diagnosis of pulmonary hypertension and no concomitant use of organic
nitrate-containing products. In addition, a quantity limit of 2 tablets per day was recommended. A
new category entitled “Pulmonatry Arterial Hypertcmion Medications” was also introduced. There are

* two subcategories of “endothelial receptot antag,omsts and ¢ proqtanoids” All drugs would be

preferred with the exception of brand name Flolan® where there is a generic equivalent. In addition, it
was recommended that a maximum days supply for all drugs in this class be 30 days due to the high
cost of these agents.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

9. Review of Newly-Developed/Revised Clinical Coverage Criteria
{Public comment prior to Board action)

= Anti-Diabetics: Peptide Hormones (Byetta™: In light of the new FDA approved indication for
monotherapy it was tecommended that the criteria for approval be ch'lngcd to require a failure of only
onc oral antidiabetic agent processed via automated step therapy. Byetta® would move from PA
required to preferred agents after clinical criteria are met.

Public Comment: Vik Patel, Amylin — Commented on the clinical efficacy and role of Byetta® in diabetes.
" Board Decision: The Board unanimously approved the MHP recommendations noted above.
»  (astrointestinals; Inflammatory Bowel Agents (Oral and Rectal Products): No need for {urther

discussion as this was covered in the discussion on Asacol IID® where no other changes to the
category were recommended.
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»  Suboxone®/Subutex® (buprenorphine): It was recommended that days supply be limited to a
maximum of 30 days. Addilional reports are going to be pulled and further proposals for additional
edits will be brought back to the Board.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIIP recommendations noted above.
10. RetroDUR: Diane Neal, R.Ph, (MIP)

= (Cost Savings/Clinical Analysis of Prior Initiatives
e Spccialty Pharmacy — Hepatitis C and Growth Hormone — Overall, the OVHA spccialty
drug program has resulted in savings of $796,833 compared to what the reimbursement to
pharmacies would have been at the regular retail rate for the period November 2008 through
October 2009. Some particular areas to highlight include a savings of $119,255 just from
restricting ribavirin to the g {,cneuc 200 mg capsule and tablct as opposed to the more costly
dosage forms and $48,151 savings for Synagis®. In addition, with the introduction of Specialty
pharmacy (here has been a shift in paticnts to preferred products where therc is additional
savings from increased supplemental rebate collection which is not reflected in the number
above.

Public Comment: No public comment.
Board Dccision: None necded.

11. Updated New-to-Market Monitoring Log(Consent agenda topic): Diane Neal, R.Ph, (MHP)

» The log is posted on the web site. This log shows new entries in the market highlighted in red. The
log is informational only. Suggested datcs for review are to be used as a guidc only. The actual datc
of review will depend on the complexity of the agenda.

Public Comment: No public comment.
Board Decision: None needed.
12. General Announcements: Diane Neal, R.Ph, (MIP)
= Antipsycholics in Children-NY Times article: Discussed the usc of antipsychotics in lower

income children. It is expecled that there will be a report from a multi-statc Medicaid group out
later this year.

FDA Safcty Alerts

»  Meridia® - (sibutramine Hydrochloride): Early communication about an engoing safety review:
FDA notified healthcarc professionals that the review of additional data indicates an increased risk
of heart attack and stroke in paticnts with a history of cardiovascular disease using sibutramine.
Based on the serious naturc of the review findings, FDA requested and the manufacturcr agreed to
add a new contraindication to the sibutramine drug label stating that sibutramine is not to be uscd
in patients with a history of cardiovascular disease.

Public Comment: No public comment.
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Board Decision: The Board would like to revisit the anti-obesity class of medications and review
clinical criteria at some point.

Norpramin® (desiptamine) — Sudden Cardiac Death: Sanofi-Aventis and FDA notified healthcare
professionals of changes to the Warnings and Overdosage sections of the Prescribing Information
for Norpramin® (desipramine hydrochloride), indicated for the treatment of depression. The new
safety information states that extreme caution should be used when this drug is given to patients
who have a family history of sudden death, cardiac dysthythmias, and cardiac conduction
disturbances; and that seizures precede cardiac dysthythmias and death in some patients.

Public Comment: No public comment.

Board Decision: Nonc nceded.

Valproate: — Neural Tube Birth Defects: The FDA notified health care professionals and patients
about the increased risk of neural tube defects and other major birth defects, such as craniofacial
defects and cardiovascular malforimations, in babies exposcd to valproate sodium and related
products (valproic acid and divalproex sodium} during pregnancy. Ilealthcare practitioners should -
inform women of childbearing potential about these risks, and consider altcrnative therapies,
especially if using valproate to treat migraines or other conditions not usually considered life-
threatening. '

Public Comment: No public comment.

Board Decision: Nonc needed.

Voltaren Gel® (diclofenac) — Hepatic Effccts: Endo, Novartis and FDA notificd healthcare
professionals of revisions to the Hepatic Rffccts section of the prescribing information to add new
warnings and precautions aboul the potential for elevation in liver function tests during treatment
with all products containing diclofenac sodium.

Public Comment: No public comment.

Board Decision: None needed.

Zyprexa® (olanzapine): Use in Adolescents: Lilly and FDA notified healthcare professionals of
changes to the Prescribing Information for Zyprexa® related to its indication for use in adolescents

" (ages 13-17) for treatment of schizophrenia and bipolar I disorder [manic or mixed episodes]. The

revised labeling states that when deciding among the alternative trcatments available for

“adolescents, clinicians should consider the increased potential (in adolescents as compared with

adults) for weight gain and hyperlipidemia. Clinicians should consider the potential long-tcrm
risks when prescribing to adolescents, and in many cases this may lead them (o consider
prescribing other drugs [irst in adolescents.

Public Comment: No publiec comment.

Board Decision: None needed.

13. Adjourn: Meeting adjourned at $:30 p.m.

OVIIA DUR Beard Minates 02/0972010 Page 6 of 7



Next DUR Board Mceting

Tuesday, April 13, 2010

7:00 - 9:00 p.m.* :

EDS Building, OVHA Confercnce Room
312 Hurricane Lane, Williston, VT
(Entrance is in the rear of the building}

* The Board mecting will begin at 6:30 p.m. and the Board will vote to adjourn to Executive Session to

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998()(2).
‘The Ixecutive Session is closed to the public.
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2~ VERMONT

Vermont Health Access
Pharmacy Benefit Management Program
DUR Board Meeting Minutes: 04/13/2010

Board Members:

Michacl Scovaner, M.D., Chair Norman Ward, M. . Stuarl Graves, M.D.

Lynne Vezina, R.Ph. Andrew Miller, R. Ph Cheryl Gibson, M.1}.

Stafl: :

Cynthia LaWare, OVIIA Nancy Miner, (MHD) Jenniter Fgethof, OVHA
Digne Neal, R.1h., (MUP) Nancy Hogue, Pharm. 1. (MHDY) Slacey Baker, OVIIA

Michael Farber, M.T3. OVIIA Michael McAdoo, OVHA Robin Farnswarlh, OVHA
Guests:

Steve Berarding, Ampen Bernie Janeczko, Contocor " Ranielle Moon, Merck

Paul Fanikos, BIP] Mark Kaphin, Abboll Brooke S1ill, Reckitt Benckiser
Michael Fim, GSK James Kokoszyna, Allergan Tony Tommasello, Reckiit Benckiscr
Rod Francisco, Forest Paul Mclermott, Johnson & Jolmson Angelo Valeri, Novartis

Michael Scovner, M.D., Chair, called the mecting to ordesr at 7:00 p.m. at the DUR Board meeting site in |
Williston.

1. Executive Scssion:

'An cxecutive session was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA'90/Supplemental
Rebates and Agreements as provided by 33 VSA § 1998(f)(2).

2. Introductions and Approval of DUR Board Minutes: Michael Scovner, M.D. Board Chair

= Introductions were made around the table.

* The February 09, 2010 meeting minutes were accepted as printed.

»  Guests were reminded that comments are limited to 3 minutes in duration and a timer will be uscd to
be fair to all. Also, the Medical Dircctor is available for discussion and comments concerning
individual patient cascs and should be contacted outside the DUR Board meeting.

Public Comment: No public comment.

3. OVHA Pharmacy Administration Updates: Cynthia LaWare, Director of Pharmacy Benefit
Programs, OVHA
» Director of Pharmacy Bencfit Programs Retirement: Cindy LaWare will be retiring at the end of
April. Nancy Ilogue, Pharm.D, now of McdMetrics Health Pariners, has accepted the role.
» Pharmaceutical Marketing Disclosures: The FY09 report from the Vermont Attorney General was
presented. Approximately 17% of spending on the top 50 promoted drugs was spent on the marketing
of drugs for depression.
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4. Medical Director Update: Michael Farber, MD, Medical Director, OVIIA

= Clinical Programs Update: OVHA is in the process of forming a new Board called the CURB
(Clinical Utilization Review Board) which will specifically look at new technelogy and technology
currently being utilized to determine possible utilization conirols and can be viewed as a companion
Board to the DUR Board.

= Presciiber Comments: No prescriber comments were received.

5. Follow-up items from Previous Meeting: Diune Neal, R Ph., MedMetrics Healih Pariners (MHP)

= Embeda® (morphine sulfate/naltrexone hydrochloride) Capsule (long acting): Deferred until next
mecting as mote inpul is being gathered. Dr. Farber conunented that the Medical Letter has just
reviewed this drug. '

=  Otic Anti-infectives: Deferred until a Iatcr meeting.

»  Ulesfia® (benzyl alcohol 5% lotion): It was clarified that this is thc only benzyl alcohol product in
this category. There are other products indicated (or the treatment of lice that arc also considered non-
neurotoxic. Lindane is the only product that is considered neurotoxic.

= Non Stimulants for ADHD; [t was clarified that a critcria for both Strattera® and Intuniv® is that they
may be prescribed when there is a history of drug abuse with either the patient or family.

6. RetroDUR/Prior Authorization Quality Assurance Analysis: Diane Neal, R.Ph., (MHP)

= Suboxone™/Subutex® (buprcnorphine): Michael McAdoo, Managed Care Director, OVHA
Utilization data was presented. ldeas for strengthening clinical criteria were presented.

Public Comment: Tony Tommasello, Reckitt Benckiser - Discussed daily dosing requirements and
treatment factors that lead to successful opiate addiction (reatment.

Board Decision: No action needed as no definitive crileria were presented. More detailed data and
recommendations as well as a revised PA Torm will be presented at the next meeting.

= Amiiiza® (lubiprostone): Deferred until next mecting,

" RetroDUR;’Edilcational Activities Curiently in Process:

e Antipsychotics: AHEC (Area Health Education Programs) out of UVM has chosen to
target antipsychotic usc and prescribing as one of their next projects. OVHA will be providing
some utilization data to AHEC (o help in the development of academic detailing programs. Dr.
Charlie McLean will attend onc of the upcoming Board mectings to discuss their program and
specifics surrounding this intervention.

Public Comment: No public comment.
Board Decision; None nceded.

e Congestive Heart failure-Are patients on recommended medications? The OVHA Chronic
Care Initiative with APS (who provides telephonic support) will be developing an outreach to
prescribers around patients with a diagnosis of CHF for patients who are not receiving a
recommended ACEI/ARB and a recommended beta-blocker.
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Public Comment: No public comment.
Board Decision: Nonc necded.
»  Future Topics?/DUR Board input: A discussion was held with the Board regarding possible

RetroDUR topics._ One area of interest was overusc of particular drug classes. A draft of the new
CMS Annual Report format has been relcased and will be brought to the DUR Board [or discussion.

Public Comment: No public comment.
Board Decision: None needed.
7. Clinical Update: Drug Reviews: Diane Neal, R.Ph.( MHP)

(Public comment prior to Board action)
Note: All drug/criteria decisions will be reflected in the next PDL and/or Clinical Criteria update.

Abbreviated New Drug Reviews:

v Ozurdex® (dexamethasone) Intravitreal Implant: This drug implant is not available in pharmacies and
so should be billed through the Medical Benefit. The OVHA Clinical Unit will be asked to take a
look at his product for coverage decisions.

Public Comment: James Kokoszyna, Allergan — Described the implant technique and availability of the
product. .

Board Decision: None needed.
Full New Drug Reviews:

= Depreve® (bepotastine besilate): It was recommended that Bepreve® (bepotastine besilate) ophthalmic
solution require prior authorization as a non-preferred product with the criteria for approval being the
paticnt hdb had a documenled side-effect, allergy, or treatment failure to BOTH Optivar® and
Pataday® or Patanol® (after a step through OTC ketotifen). A quantiy limit of one bottlc per month
was reccommended.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

»  Dysport® (abobotulinumtoxinA) Injection: 1t was recommended that Dysport® (abobotulinumtoxinA)
require prior authorization as a nen-preferted product with the criteria for approval being the patient
has a diagnosis of a cervical dystonia or spasmodic torticollis and the patient is >18 ycars of age and

the patient has had a documented sidc cffect, allergy, or treatment failurc with Botox®.

Public Comment: No public comment.

Board Decision: The Board approved the MHP 1ecommendatlons noted above but asked that the
wording of the critcria be ohanged to (realment failurc with Botox™ (remove reference to side effect and

allergy).
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= Onsolis™ (fentanyl) buceal soluble film; It was recommended that Onsolis® (fentanyl) require prior
authorization as a non-preferred product with the criteria for approval being the same as the other
fentanyl breakthrough pain products. The criteria would-be the paticnt has an indication of cancer
breakthrough pain (no approval for acute pain or postoperative pain) and documentation that the
patient is opioid tolerant and the member is on a long-acting opioid formulation and the member has
had a documented treatment failure with or intolerance to 2 of the following 3 immediate —release
breakthrough pain tteatment options: morphine, hydromorphone or oxycodone OR the membet is
unable to use tablet or liquid formulations. It was recommended that the definition of opioid tolerant
be modificd as in the fentanyl black box warning (oral morphine > 60 mg daily, transdermal fentanyl
> 25 meg/hour, oral oxycodone > 30 mg daily, oral hydromerphone > 8 mg daily ot an cquianalgesic
dose of another opioid daily for a week or longer).

Public Comment: No public comment.
Board Decision: The Board unanimously apbl'oved the MHP recommendations noted above.

s Stelara® (ustekinumab) Subcutaneous Injection: It was recommended that Stelara® (ustekinumab)
require prior authorization as a non-preferred product with the criteria for approval being the
prescription must be written by a dermatologist AND the paticnt has a documcnted diagnosis of
moderate to severe plaque psoriasis and has already been stabilized on Stelara® OR the preseription
must be written by a dermatologist AND the patient has a documented diagnosis of moderate to
severe plaque psoriasis affecting > 10% of the body surface area (BSA) and/or has involvement of
the palms, soles, head and ncck, or genitalia and has had a documented side effcet, allergy,
inadequate treatment response, or treatment failure to at least 2 different categories ol therapy [i.e. at
least 2 topical agents and at lcast 1 oral systemic agent, (unless otherwise contraindicated)] from the
following categorics: (1) Topical agents: emollients, keratolytics, corticosteroids, calcipotriene,
tazarotene, cte.(2) Syslemic agents: methotrexate, sulfasalazine, azathioprine, cyclosporine,
tacrolimus, mycophenylate mofetil, cte. (3) Phototherapy: ultraviolet A and topical psoralens
(topical PUVA), ultraviolet A and oral psoralens (systemic PUVA, narrow band ultraviolet B
(NUV/ Q% ete. AND the prescriber must provide a clinically valid reason why either Enbrel® or
Humira® cannot be used. A quantity limit of one dose per fill was recommended and patients < 100
kg would be limitcd to 45 mg doses.

Public Comment: Paul McDermott, Johnson & Johnson — Discussed the method of action of Stel ara® and
a brief overview of the drug.

Board Decision: The Board unanimously approved the MIIP recommendations noted above.

= Valturna® (aliskiren/valsartan) Tablet; It was recommended that Valturna® (aliskiren/valsartan)
require prior authorization as a non-preferrred product with the criteria for approval being the patient
has a diagnosis of hypertension AND the patient has had a documented ttcatment failure with the
combination of a preferred Angiotensin Receptor Blocker (ARB) and Tektur na®. A quantity limit of
ong tablet per day was recommended

Public Comment: Angelo Valeri, Novartis — Proposed altering the approval criteria above to be changed
to “OR” rather than “AND”.

Board Decision: The Board approved the MIHP recommendations noted above with one abstention.
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8. Therapentic Drug Classcs — Periodic Review
Deferred until next meeting.

9, New Managed Therapeutic Drug Classes
No ncw drug classes this month.

10. Review of Newly-Developed/Revised Clinical Coverage Criteria and/ox Preferred Products
Diane Neal, R.Ph., (MHP)

= Anti-Diabeties: Insulin. Due to the discontinuation of some insulin pen products (Novolin N*,
Novolin R* and Novolin 70/30%), it was recommended that the corresponding 1Tumulin products be
moved to preferred status.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP rccomimendations noted above.
= Byetta® and Symlin® Fact Sheets: When Byetta® and Symlin® were originally reviewed by the DUR

Board in 2006, information fact sheets were developed and are still being sent to prescribers. It was
recommended that these sheets are no longer necessary and the practice should be discontinued.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP rccommendations noted above.

» Suboxonc®/Subutex® (buprenorphine);
Will be brought back for discussion next month (see RetroDUR abovce).

11. Updated New-to-Market Monitoring Log (Consent agenda topic): Diane Neal, R.Ph, (MHP)

* The log is posted on the web site. This log shows new entries in the market highlighted in red. The
log is informational only. Suggested dates for review are to be used as a guide only. The actual date
of review will depend on the complexity of the agenda.

Public Comment. No public comment.
Board Decision: None needed.

12. Geuneral Announncements
(1) Selected FDA Safcty Alerts Deferred until next meeting.
(2) Board Member Resignation Michael Scovner, M.D. Board Chair
It was announced that Rich Harvie R.Ph., a 17 year member of the Board has resigned. Rich
was rccognized for his many years of service,

13. Adjourn: Meeting adjourned at 9:15 p.m.
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Next DUR Board Mceting

Tucsday, May 18, 2010

7:00 - 9:00 p.m.*

EDS Building, OVHA Conference Room
312 Hurricane Lane, Williston, VT
(Entrance is in the rear of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will votc to adjourn {o Executive Scssion to

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(1)(2).
The Execulive Session is closed to the public.
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2 VERMONT

Vermont Health Access

Pharmacy Benefit Management Program
DUR Board Meeting Minutes: 05/18/2010

Boarid Members:

Michael Scovaer, M., Chair
Lynne Vezina, R.Ph.

Staff:

Diang Ncal, R.Ph,, (MLIP)
Michael Farber, M.D.,OVHA
Nancy Miner, (MHI*)

Guests:

Matt Badalucco, Merck

Susan Campbell, Acordo Therapeutics
Thomas Carattini, Acorda Therapeutics
Rod Francisco, Foresl

Morman Ward, M.D.
Andrew Milter, R. Ph

Najlcy Hogue, Phanin.D., OVIIA
Michael McAdoo, OVHA

Bernie Jancezko, Centocor
James Kokoszyna, Allergan
Daniclle Meon, Mcrck

Kathlcen Boland, Phasm.D.

Jennifer Egclhof‘, OVIIA
Stacey Baker, OVHA

Christy Owaens, Novartis
Jennifer Roan, Acorda Therapeutics
Angelo Valeri, Novartis

Michacl Scovner, M.D. Chair, called the mecting to order at 7:00 p.m. at the DUR Board meeting site in

Williston.

1. Executive Session:

" An execulive session was held from 6:30 until 7:00 p.m. (o discuss Medicaid OBRA'90/Supplemental

Rebates and Agreements as provided by 33 VSA § 1998(H)(2).

2. Introductions and Approval of DUR Board Minutes:

Introductions were made around the table.
‘The April 2010 meeting minutcs were accepted as printed.

Public Comment: No public comment.

3. OVHA Pharmacy Administration Updates: Nancy Hogue, Pharm.D., Director of Pharmacy

Services, OVHA

» Health Care Reform: OVHA continues to monitor how health care reforin may impact the botiom ling
for drug spend and how it may impact decisions that are made by the DUR Board. At this point in
time details are unclear and State Medicaid programs are sccking clarification from CMS.

*  FUL (Federal Upper Limit) Calculation: The FUL calculation is being changed to improve

reimbursement to pharmacies.

4. Medical Director Update: Michael Icarber, MD, Medical Director, OVHA

»  (linical Programs Update

DUR Board: OVHA is continuing to seek additional new membeis to fill vacancies and will also have
Board membership and rules clarified in statutc next legislative session. '
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CURB: The Clinical Utilization Review Board will bcgm meeting soon and has been asked to find 4
million dollars in savings this coming fiscal year.
Prescriber Comments: No prescriber comments were received.

5. Follow-up itcms from Previous Meeting: Diane Neal, R.Ph., MedMetrics Health Pariners (MIP)

Embeda® (morphine sulfate/naltrexone hydrochloride) Capsule (long acting): It was recommended
that Embeda® (morphine sulfate/naltrexone hydrochloride) require prior authorization as a non-
preferred product with the criteria for approval being the patient has a diagnosis or condition that
requires a continuous around-the-clock analgesic and the patient has had a documented side cffect,
allergy, or treatment failure to motphine sulfate SR 12 hr. Additionally, a history of substance abuse
does not warrant approval of Embeda® since a clear advantage of this product over other morphine
products in this population has not been established. A quantity limit of 2 capsules per day was also
recommended.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Valturna® (aliskiren/valsartan) Tablet: It was recommended that the clinical criteria adopted last
meeting be revised for the sake of clarily to be the patient has a diagnosis of hypertension AND the
patient has had a documented side effect, allergy, or treatment f{ailure (o an angiofensin converting
enzyme inhibitor (ACE]), an ACEI combination or any other angiotensin receptor blocker (ARB) or
ARB combination OR the patient has had a documented treatment failure with Tektur na® alone.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

6. RectroDUR/Prior Authorization Quality Assurance Analysis: Diane Neal, R.Ph, (MIIP)

Suboxone™Subutex® (buprenorphine): Buprenorphine utilization-{tom 3/10/2010 — 5/10/2010 was
presented. ‘The percentage of utilizers with doses per day of <8 mg, 9 — 16 mg, 17 — 24 mg, 25 - 32
mg or > 32 mg was 29, 8%, 43.8%. 25.4%, §.1% and 0.1% for Suboxone® and 31.7%, 31.7%, 34.9%,
1.6% and 0% for Subutex® respectively. The percentage of ulitlizers with days supply per
prescription of 1 —7, 8 — 14, 15—21, 22 — 30 or > 30 days were 31.6%, [8.1%, 5.4%, 44.8% and
0.1% for Suboxonc® and 36.5%, 24.3%, 6.9%, 32.3% and 0% for Subutex® respectively. Subutex®
prior authorization approvals were cxamined for the period 3/31/2009 through 4/2172010. PAs were
granted for pregnancy (79.9%), breastfeeding a methadone dependent baby (4.44%) or
allergy/iittolerance (15.66%). Cosl savings opportunitics rclated to reducing daily doses was
presented. If all daily doses > 16 mg/day were reduced to 16 mg/day the potential annualized cost
savings based on utilization from 3/10/2010 — 5/10/2010 would be $870,473.84 for Suboxone” and
$176,195.10 for Subutex®. A number of changes to the clinical criteria and PA form were
recommended. These include (a) the prescriber must query the Vermont Prescription Monitoring
System (VPMS) to review the patient’s Schedule 1I-}V medication history when requesting a new PA
(b} the patient must identily a “pharmacy home” where all prescriptions will be filled (¢) PA requests
for Subutex due to pregnancy must be accompanied by a history from the OB Provider (d} PA
requests for Subutex due to breastfeeding a methadone dependent baby must be accompanied by a
baby history from the neonatologist or pediatrician (e) quantity limit on Subutex reduced to 16 mg/day
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() maximum days supply reduced to 14 days and (g) PA form to be faxcd rather than requests be
processcd over the phone.

Public Comment: No public comment.

Board Decision: The Board approved the MHP recommendations noted above and asked that the
quantity limit for Suboxone of 3 tablets per day be clarified that it apply to both 2 mg and 8 mg lablets.
Also, the PA form will be modified to clarify that plescrlbers may call after faxing the PA form for urgent
requests.

»  Amitiza® (lubiprostonc): The Office of Vermont Health Access (OVHA) claims data for Amitiza®
was reviewed from February 1, 2009 to January 31, 2010. The examined claims data included unique
utilizers, number of paid claims, average cost per claim, and total plan cost. The data was reviewed for
trends in utilization. In addition, a sample of prior authorization requests for Amitiza® submitted from
February 1, 2009 to January 31, 2010 was reviewed for appropriateness of the current prior
authorization criteria and approval duration. The results indicate appropriate utilization based on the
current approval criteria. During the selected review period, there were a total of 122 paid pharmacy
claims for Amitiza® 24 ng with an average cost per clain of $195. The demand for the lower 8 pg
Amitiza® strength was considerably lower. Therc were a total of 29 paid claims at $201 per ¢laim, on
average, The total annual plan cost for Amitiza® coverage was $29,580.40. There was no significant
variation in the numbers of unique utilizers or paid claims during the review period. In addition, there
were a total of 80 prior.authorization requests for 51 unique utilizers with an overall approval rate of
87.5%. Furthermore, 51% of the received prior authorization requests were lcncwal requests, 97.56%
ol which were approved for three months. Approximately 90% of all new Amitiza® approvals werce
one-time PAs, with renewal not being pursued. The most common reason for denying a request for
Amitiza®, regardless of strength, was insufficient information, No changes to the current OVHA prior
authorization approval criteria are recommended. It was recommended that whilc the current duration
of authorization for new requests remains the same, the length of authorization for rencwals be
increased 1o 1 year, with recertification authorized upon verification of clinical response.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIP recommendations noted above.

» Congestive Heart Failure: Deferred until next meeting as lctter to prescribers is still being finalized.

» Antipsychotics; As a follow-up to prior discussion on work with AHEC and academic detailing, some
data provided to ATTEC was shared. A summary of specialty and provider type of prescribers for
antlpqychot;cs, was presented for ages 21 years old and under and over 21 years old. An analysis of
Seroquel® daily dosc was presented (> 18 and < 60 ycars old) was presented. It appears that 56% of
total claims and 31.6% of dollars were for doses < 150 mg/day that most probably reflects usc as an
hypnotic or anxiolytic.

Public Comment: No public comment.

Boeard Decision: None nceded.
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7. Clinical Update: Drug Reviews: Diane Neal, R.Ph.{ MHF)
(Public comment prior to Board action)
Note: All drug/criteria decisions will be reflected in the next PDL and/or Clinical Criteria update.

Abbreviated New Drug R;:vieﬁs

= Txtavia® (interferon beta-1b) Injection: It was recommended that Extavia® require prior authorization
as a non-preferred product with the criteria for approval being the paticnt has a diagnosis of multiple
sclerosis and the provider must provide a clinical reason why Betaseron® cannot be prescribed.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MITP recommendations noted abovc.

= Metozolv® (meloclopramide) Orally Disintegrating Tablet: It was reccommended that Metozolv®
require prior authorization as a non-preferred product with the criteria for approval being the patient
has a medical nccessity for a disintegrating tablet formulation (i.e. swallowing disorder, inability to
take oral medications) AND generic metoclopramide oral solution cannot be used. In addition, the
following quantity limit is recommended: 4 tablets/day for both strengths. The duration of
authorization is recommended to be up to 3 months; continuation of therapy requests should not be
approved.

Public Comment: No public comment.
Board Decision: The Board unanimously apptoved the MIIP recommendations noted above.

v Renvela® (sevelamer carbonate) Powder for Oral Suspension Packet: It was recommended that
Renvela® require prior authorization as a non-preferred product with the criteria for approval being
the patient has a requirecment for a liquid dosage form. A quantity limit of 2 packets per day of the
0.8g strength packet was recommended to encourage dose consolidation.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

» Twynsta® (amlodipine/tcimisartan) Tablet: It was recommended that Twynsta® require prior
authorization as a non-preferred product with the-criteria for approval being the patient has had a
" documented side effect, allergy, or treatment failure to an angiotensin converling enzymc inhibitor
(ACEID), an ACEI combination or any other angiotensin receptor blocker (ARB) or ARB combination
AND the patient is unable to take the individual components (amlodipine and Micardis®) s¢parately.
A quantity limit of one tablet/day was recommended.’

Public Comment: No public comment.
Board Decision: The Board unanimousty approved the MHP recomimendations noted above.

= Zenpep® (pancrelipase) Delayed Release Capsule: It was recommended that Zenpep® be added as a
preferred product without any restrictions. '

Public Commeni: No public comment.
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Board Decision: The Board unanimously approved the MHP recommendations noted above.
IFull Drug Reviews

»  Ampyra® (dalfampridine) Extended Releasc Tablet: It was recommended that fi\mpyra® require prior
authorization as a non-preferred product with the criteria for approval being the patient has a diagnosis
of multiple sclerosis and the patient is > 18 years old. In addition, a quantity limit of 2 tablcts/day
with a maximum 30 day supply was recommended.

Public Comment: No public comment,
Board Decision: The Board unanimously approved the MHD recommendations noted above.

= Fanapt® (iloperidone) Tablet: It was recommended that Fanapt® requite prior authorization as a non-
preferred product with the criteria for approval being the patient has been started and stabilized on the
requested medication. (Note: samples arc not considered adequate justification for stabilization.)
OR the patient has had a documented side effect, allergy or trecatment failure with at least two
preferred products. In addition, a quantity limit of 2 tablets/day was recommendced.

Public Comment: Christy Owens, Novariis — Discusscd the relative lack of extrapyramidal side effect with this
drug. :

Board Decision: The Board unanimously approved the MHP recommendations noted above.

8. Therapeutic Drug Classes — Periodic Review: Diane Neal, R.Ph, (MHP)
(Public comment prior to Board action)

= Acne Mcdications: Topical: Anti-infectives: No changes wete recommended to this class.

Public Comment: No public comment.
Board Decision: Approved no changes.

»  Acne Medications: Topical: Retinoids: No changes were recommended other than listing some
combination products that are not covered as the individual components may be prescribed scparately.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

= Acnc Medications; Topical: Rosacea: No changes were recommended to this class.

Public Comment: No public comment.
Board Decision: Approved no changes.

»  Dermatological Agents: Cotticosteroids: No changes were recommended to this class.

Public Comment: No public comment.

Board Decision: Approved no changes.
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9.

New Managed Therapeutic Drug Classes:
*  No New Drug Classes

10. Review of Newly Developed/Revised Coverage Critcria and/ox Preferred Prod ucts:

Diane Neal, R.Ph, (MTIP)

Atypical Antipsychotics for MDD: Upon review, it became apparent that our criteria for MDD as
written applied to all ant1spych0t|os rather than lhc select few that werc intended. The following
criteria were proposed for Abilify® and Zyprexa® in MDD: The patient has becn started and stabilized
on the requested medication. (Note: samples are not considered adequatc justification for
stabilization) OR if the indication for use is Major Depressive Disorder (MDD) the patient has had a
documented side elfect, allergy or treatment failurc with one preferred product being used as
adjunctive therapy.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations notcd above.

Cimzia® (certolizumab) Injection for Rheumatoid Atthritis: Cimzia® gained approval for use in
Rhcumatmd Arthritis after its initial approval for Crohn’s approval. Tt was recommended that
Cimzia® be a non-preferred agent after clinical criteria arc met. The cr lteua for approval being the
patient has a diagnosis of RA and has already becn stabilized on Cimzia®OR patient age > 18 years
AND diagnosis is RA and patient has documentation of an inadcquate response, advcrse reaction or
allergic response to mcthotrexate, or if methotrexate is contraindicated, at least 1 DMARD (other
DMARDs include leflunomide, sulfasalazine, gold, antimalarials, minocycline, D-penicillamine,
azathioprine, cyclophosphamide and cyclosporinc) AND the prescriber must provide a clinically valid
reason why cither Humira® or Enbrel® cannot be used.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

11.

12,

Updated New-to-Market Drug Monitoring Log (Consent agenda topic): Diane Neal, R.Ph, (MHP)
The log is posted on the web sitc. This log shows new entries in the market highlighted in red. The
log is informational only. Suggested dates for review are to be used as a guide only. The actual datc
of review will depend on the complexity of the agenda.

EDA Safety Alerts:

Avandia® (rosiglitazone): Ongoing Review of Cardiovascular Safety: FDA notified healthcare
professional and paticnts that it is reviewing the primary data from a large, long-term clinical study,
RECORD, on possible cardiovascular risks with the diabetes d: ug, Avandia (1 osiglitazonc).
Erythropoiesis-Stimulating A gents (IESAS): Procrit™, Epogen® and Aranesp®: Drug Safety
Communication; FDA and Amgen notificd healthcare prolessionals and patients that all ESAs must be
uscd under a REMS risk management program. As part of the risk management program, a
Medication Guide explaining the risks and benefits of TSAs must be provided to all paticnis receiving
an ESA. Under the ESA APPRISE Oncology program, Amgen will ensurce that only those hospitals
and healthcare professionals who have cnrolled and completed training in the program will prescribe
and dispense ESAs to patients with cancer.
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= Long-Acting Beta-Agonists (LABAs): New Safe Use Requirements: FDA notified healthcare
professionals and consumers that, duc to safety concerns, FDA. is requiring a risk management
strategy (REMS) and class-labeling changes for all .ABAs. The REMS will require a revised
Medication Guide written specifically for patients, and a plan to educate healthcare professionals
about the appropriate use of LABAs. These changes are based on FDA's analyses of studies showing
an increased risk of severc exacerbation of asthma symptoms, leading to hospilalizations in pediatric
and adult paticnts as well as death in some patients using LABAs for the treatment of asthma.

= Oral Bisphosphonates: Ongoing Safety Review of Atypical Subtrochanteric Femur Fractures: FDA
notified healthcarc professionals and patients that at this point, the data that FDA has reviewed have
not shown a clear connection betwecen bisphosphonate use and a risk of atypical subtrochanteric fernur
{ractures

»  Plavix® (clopidogrel): Reduced effectivencss in patients who are poor metabolizers of the drug: FDA

_ notilied healthcarc professionals and patients that a Boxed Warning has been added to the preseribing
information for Plavix®, an anti-blood clotting medication. The Boxed Warning in the drug label will
include information to warn about reduced effectiveness in patlcnts who are poor metabolizers of
Plavix®. Poor metabolizers do not cffcctively convert Plavix® to its active form in the body.

»  Stalevo® (entacaponc/carbidopa/levodopa): Ongoing Safety Review: FDA notified healthcarc
profcsqiona!s and patients that it is cvaluating data from a long-term clinical trial called Stalevo®™
Reduction in qukmcq:a Evaluation - Parkinson's Discase (STRIDE-PD), that may suggest that
pdtlcnts taking Stalevo® may be at an increased risk for developing prostate cancer.

»  Tysabri® (natalizumab): Update of Healthcare Professional Information: FDA notified healthcare
plObeblOn&'S and patients that the risk of dcvclopmg progressive multifocal leukoencephalopathy
(PM1.) incrcascs with the number of T ysabu inlusions received. This new safety information, based
on reports of 31 confirmed cases of PML received by the FDA as of Januvary 21, 2010, will now be
included in the Tysabri® drug label and patient Medication Guide.

= Zocor® (simvastatin): increased risk of muscle injury with high doscs: FDA notified healthcare
professionals and patients that, based on review of data from a large clinical trial and othcr sources,
there is an increased risk of muscle injury in patients taking the highest approved dose of the
cholesterol-lowering medication, Zocor® (simvastatin} 80 mg, compared to patients taking lower
doscs of simvastatin and possibly other drugs in the "statin” class.

Public Comment. No public comment.

Board Decision: ‘The Board approved no coding changes and recommended posting the alerts on the
wch site.

13. Adjourn: Meeting adjourned at 8:59 p.m.

Next DUR Board Meeting

Tuesday, Junc 29, 2010 **PLEASE NOTE DATE**
7:00 - 9:00 p.m.*

EDS Building, OVHA Conference Room

312 Hurricane Lane, Williston, VT

{Entrance is in the rear of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will vote to adjourn to Executive Session to

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(f)(2).
The Executive Scssion is closed to the public.
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3 VERMONT

Vermont Health Access
Pharmacy Benefit Management Program

DUR Board Meeting Mimutes: 06/29/2010

Board Members:

Michael Scovner, M.ID., Chair
Yirginia Hood, M.D.

Staff:

Nancy Hogug, Pharm. ., OVIHA
Diane Neal, R.Ph., (MHDP)
Michael Farber, M.D. OVIIA

Guesfs:

Rick Angeli, Merck
Alan Blau, Yorest
Thomas Currict, Purdue
Kevin Daniclson, Plizer
Danga livans, Genentech
Amy Finn, Merek

Mormian Ward, M.D.
Stuart Graves, M.,

MNancy Miner, (MI1P)
Stacey Baker, OVIIA

Mark Kaplan, Abbott

Janics Kokoszyna, Allergan
Andrew Kuehn, Forest

Craig Lemley, Amylin

23 MacMiftin, Abboit Diabctes

Lynne Yezina, R.Ph.

Robin Farnsworth, OVIIA
Jennifer Mullikin, OVIA

John Mastrianni, Genentech
Christy Owcens, Novanrlis
Carl Pepe, GSK

Natalic 'rairie, Forest
Angelo Valeri, Novarlis

Michacl Scovner, M.D. Chair, called the mesting to order at 7:00 p.m. at the DUR Board meeting site in

Williston.

1. FExecutive Session:

[2¥]

. Introductions and Approval of DUR Board Minutes:

Tntroductions were made arouind the table.
The May 2010 mecting minutes were accepted as printed.

Public Comment: No public comment.

An executive scssion was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA'90/Supplemental
Rebatcs and Agreements as provided by 33 VSA § 1998(D)(2).

3. OVHA Pharmacy Administration Updates: Nancy FHogue, Pharm.D). - Pharmacy Director, OVIIA

= Health Care Reform;: Impact on Preferred Drug Selection: The Federal Government will be capturing
larger amounts of rebate from drugs used in the Mcdicaid program. Certain “line extension drugs”
will become much more unfavorably net priced as even greater amounts of the federal rebate will go
back to the federal govetnment rather than staying with the Stale Medicaid program. This change in
rcbate program steucture will need to be considered when revicwing new medications and as the PDI.
status of some older medications is re-evaluated.

4. Medieal Divector Update: Michael Favber, M. D. - OVHA

»  Clinical Programs Update: Norman Ward, MD., will be leaving the DUR Board and will become a

member of the new CURB. Dr. Ward was thanked for over a deccade of membership on the DUR
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Beard, Several recommendations for new DUR Board members have been forwarded to the Governor
for approval.

Prescriber Comments: No comments were received.

5. Follow-up itcms frem Previous Meeting: Diane Néal, R.Ph., MedMetrics Health Partners (MHP)

Suboxone®Subutex® (buprenorphine): Work continues on determining implemeritation steps to the
changes voted on last month in prior authorization criteria and changes to the PA form. There are a
large number of prescribers and patients who will be impacted by these changes.

Public Comment: No public comment.

Board Decision: None needed.

6. RetroDur/Prior Authorization Quality Assurance Analysis: Diane Neal, R.Ph.( MHP)

(Public comment prior to Board action)

Topical Immunomodulators {Protopic® and Elidel®) — duplicate therapy: There was concern raiscd by
the Clinical Call Center around patients who may be receiving duplicate therapy as a way to get
around quantity timits that are in place. During the review period (March 1, 2008 to February 28,
2010) of the quality assurance for the loplcal immunomodulators, there were a total of 304 prior
authorizations and 789 claims for 374 unique utilizers. Of these, there was only one member with
claims and prior authorizations for duplicate therapy with topical immunomodulators. The prior
authorizations for this member were appropriately approved and did not exceed the quantity limits.
Therefore, based on a review of utilization and prior authorization requests for I’rotopic® and Elidel®,
no changes (o the current OVIIA prior authorization approval criteria are recommended.

Public Comment: No public comment.

Board Decision: None necded

Duplicate Therapy with Iong-Acting Narcotics: Currently the Office of Vermont Health Access
(OVI1A) docs not have restrictions on duplicate long-acting narcotic therapy. Preferred long-acting
narcotics are available without a prior authorization and non-preferred LA narcotics pay after PA
criteria and quantity limit criteria are met. There is no process in place to prevent the usc of multiple
LA narcotic products. A retrospective evaluation of I.A narcotic utilization was performed to identify
current utilization trends and to assess the need for coding implementation that would prevent
duplicate LA narcotic claims from paying at the point of sale. A review of utilization data from April
1, 2009 to March 31, 2010 has identificd 38 members receiving at least two long-actling narcotics
concurrently for at least two consecutive months. A review of utilization data within the same time
period has also identified 10 members recciving a long-acting narcotic concurrently with Suboxone®™
for at least two consecutive months. Of these members, 13 and 1 were recciving duplicate LA
narcotic therapy and concomitant LA narcotic/Suboxone® claims, respectively, at the time of QA
preparation. Furthermore, 7 members had claims for two or more LA narcotics from different
prescribers. Suboxone® was prescribed concurrently with a LA narcotic by different prescribers for 6
members identified in the report. Of the identificd members, 29 received duplicate LA narcotic -

therapy and 5 reccived Suboxone® in combination with a LA natcotic agent for longer than two

~ consecutive months. T he other 14 mel‘nbels identified by the review had duplicate LA narcotics or

concomitant LA narcotic/Suboxone® claims for 2 consecutive months only. Members switching from

OVHA DUR Board Minutes 062942010 Page 2 of 7



one form of therapy to another were excluded from the analysis. A regimen consisting of an oral LA
narcotic and a transdermal product was the most common (55%) duplicate LA narcotic combination
therapy. TFentanyl in combination with morphine sulfate extended-release was the most frequently
encountered example of such therapy. Moreover, 20% of the identificd duplicate LA narcotic claims
were for Suboxone® used in combination with a LA narcotic. The following changes are
rccommended as criteria for approval of duplicate long acting narcotic therapy:

Duplicate Long-Acting Narcotic Therapy

The patient has a diagnosis or.condition that requires a continuous, around-the-clock analgesic AND
the prescriber has queried the VPMS (Vermont Prescription Moniloring System) to review patient’s
Schedule [I-1V medication history AND the prescriber provides a clinically compelling rationale for
duplicatc therapy (not maximizing monotherapy).

Duplicate Buprenorphine/Long-Acting Narcotic Therapy

The paticnt has a diagnosis or condition that requires a continuous, atound-the-clock analgesic AND
the prescriber has queried the VPMS (Vermont Prescription Monitoring System) to review patient’s
Schedule 11-1V mcedication history AND the prescriber provides a clinically compelling rationale for
duplicate buprenoirphine/long-acting narcotic therapy.

Public Comment: No public comment.

Board Decision: The Board approved the MHI® recommendations noted above but requested that the

language concerning the VPMS be changed from required to recommended. Thesc changes in clinical
criteria will be implemented only after clarification has been obtained from OVHA’s legal staff
concerning the information the Clinical Call Center imay give to prescribers concerning the duplicate

therapy.

RetrolDUR/Educational Activities Currently in Process:

Congestive Hearl Failurc: The Chronic Care Initiative has been looking at patients identificd as
having congestive heart failure and who are not on the recommended preferied beta-blocker and/or
ACEVARB. The data set is being cleaned up as patients without a clear diagnosis are excluded.
Further information will be presented at a later mceting.

Public Comment: No public comiment

Board Decision: None needed

7. Clinical Update: Drug Reviews: Diane Neal, R.Ph, (MIIP)

(Public comment priot to Boatd action)

Actemra® (tocilizumab) Intravenous Infusion: It is reccommended that tocilizumab be added to the
PDL as Prior-Authorization required with the criteria for approval being the patient age > 18 ycars
AND the paticnt has a diagnosis of rheumatoid arthritis AND the patient has documentation of an
inadequate response, adversc reaction or allergic response Lo methotrexate, or if methotrexate is
contraindicated, at feast | DMARD AND the paticnt has documentation of an inadcquate response (o
at least one preferrcd TNT antagonist agent (i.e. adalimumab (I Tumira®) or etanercept (Bnbrel®).
Initial approval duration should be 3 months with a quantity limit of 3 vials (80 mg or 200 mg vials) /
28 days and 2 vials (400 mg vials) / 28 days.
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Public Comment: Dana Evans, MD., Genentech, commented on the various clinical (rials submitted to
the FDA for approval. 1t was recommended that a quantity limit be 4 vials of the 80 mg vials be allowed
which is cost effective for a 80 kg paticnt receiving the 4 mg/kg dose.

Board Decision: The Beard unanimously approved the MHP recommendations noted above with the
revised quantity limit.

= Berinert® (C1 esterase inhibitor) Intravenous Infusion): It is recommended that Berinert® (Cl
Esterase Inhibitor [Fiuman]) be added to the PDL as Priot-Authorization required with the criteria for
approval being the diagnosis ot indication is treatment of an acute Hereditary Angjloedema (HAE)
attack. (Approval may be granted so that patient may keep a dosc on hand). If Beriner(® is approved,
the proposcd length of authorization is 6 months initially and 1 year upon recertification.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

= Cayston® (aztreonam) Inhalation Solution: It is rccommended that Cayston® be added to the
Preferred Drug List as Prior-Authorization required with the criteria for approval being the paticnt has
a diagnosis of Cystic Fibrosis. Approval duration should be 1 year with a quantity limit of 84 vials /
56 days (3 vials per day for 28 days followed by 28 days off). The new managed category will be
Cystic Fibrosis Inhalation medications. It was also recommended thal Pulmozyme require Priot
Authorization as OVIIA has discovered utilization outside of the FDA approved Cystic Fibrosis
indication. :

Public Comment: No public comment.
Board Decision: 'The Board unanimously approved the MHP® recommendations noted above.

= Kalbitor® (ccallantide) Subcutaneous Injection: It is recommended that Kalbitor™ (ccallantide) be
added to the PDL as Prior Authorization required with the criteria for approval being the diagnosis or
indication is treatment of an acute Hereditary Angiocdema (HAE) attack. A quantity limit of 6 vials
(2 packs) per fill is recommended.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

8. Therapeutic Drug Classes-Periodic Review:
(Public comment prior to Board action)

» QOftic Anti-Infectives
Deferred until a future meeting.

= Ancsthetics: Topical: No changes ate recommended in the medications managed or the clinical
criteria

Public Connnent: No public comment.

Board Decision: The Board unanimously approved the MITP recommendations noted above.
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» Dermatological Agents: Antibactcrials: Topical; The category is divided into single agent and
combination products. More specific criteria were developed for particular agents.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIHP recommendations noted above.

= Dermatological Agents: Antifungals: Topical: This is a new category to cover all antifunga]s'(notjuét
onychomycosis) as are covered now. Generics are preferred and branded products are non-preferred.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIHP recommendations noted above.

» Dermatological Agents: Antivirals: Topical: This is a new managed category. These products have
been shown to have minimal clinical effect compared to oral agents.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.
* Immunomodulators: Topical: As discussed eatlier in the RetroDUR above, the medication is being

used appropriately. It was recommended that that the step through a corticosteroid be through a
modcrate or high potency topical corticosteroid rather than just any corticosteroid.

Public Comment: No public comment.
Board Dccision: The Board unanimously approved the MHP recommendations noted above.
9. New Managed Therapeutic Drug Classes:

{Public cominent prior to Board action)
» Two new drug classcs dctailed above.

10. Review of Newly-Devoloped/Revised Clinical Coverage Criteria and/or Preferred Products:
Diane Neal, R Ph, (MHP)

»  Alvheimer’s Medications: Cholinesterase [nhibitors/NMIDA Receplor Antagonists (proposcd preferred
drug changes): It was recommended that Aricept ODT move from preferred to PA required. Critetia
for approval would be the diagnosis or indication for the requested medication is Alzhcimer’s discasc
AND the patient has been started and stabilized on the requested medication. (Note: samples are not
considered adequate justification for stabilization.) OR medical neccssity for a specialty dosage form
has been provided.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MITP reccommendations noted above,
»  Anti-Hyperkinesis and Anti-Narcolepsy/Cataplexy (proposecd preferred drug changes): It was

recommended that Adderall XR® move from preferred to A required for new users. Criteria for
approval would be the paticnt has a diagnosis of ADD, ADHD or narcolepsy AND the patient has
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been started and stabilized on the requested medication. (Note: samples are not considered adequate
justification for stabilization.)-OR the paticnt has had a documented sidc-cffect, allergy, or treatment
failurc on Vyvanse® AND if the request is for the generic product, the patient must have a
documented intolerance to the brand name Adderall XR®. This change will be implemented January
1, 2011. :

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIP recommendations noted above.

= Anti-Migraine: Triptans(proposed preferied drug changes): 1t was recommendcd that this category
become a gencric first category with sumatriptan as the preferred oral triptan. All brands would
become PA required. Additionally, for Maxalt MLT®, the patient would require a medical necessity
for a specialty dosage form. A mailing will be sent to prescribers to ask them to consider moving
patients on Maxalt MI.T® to sumatriptan or, if not an option, to Maxalt®. The timing of this change
will be such as an appropriate length of time will be provided to preseribers to move patients.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recommendations noted above.

» (astrointestinals: Proton Pump Inhibitors {proposed preferred drug changes). It was recommended
that Prilosec OTC® move to PA required and omeprazole 20 mg and 40 mg gencric would become
preferrcd. This change will be implemented in a way to allow time for prescribers to transition
patients.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MIP recommendations noted above.

= Urinary Antlispasmodics (proposed preferted drug changes); 1t was recommended that Sanctura XR®
move to PA required.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MI1P recommendations notcd above.

11. Brand to Generic Changes: Diane Neal, R.Ph, (MHDP)

It was recommended that the following brands move to PA required and their generics would be
preferred: Risperal® Oral Solution, Depakote ER®, Topamax Sprinkle® and Tegretol XR®. Pharmacies
will be notified in plenty of time to adjust their inventory.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHI recommendations noted above.

12. Updated New-to-Market Monitoring Log(Consent agenda topic): Diane Neal, R.Ph, (MHP)

= This log shows new enfrics in the market highlighted in red. The log is informational only. Suggested
dates for review are to be used as a guide only. The actual date of review will depend on the
complexity of the agenda.
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13. General Aunouncements: Piane Neal, R. Ph, (MIP)
EFDA Safety Alerts

» Benicar® (olmesartan) — Ongoing Safety Review: FDA is cvaluating dafa from two clinical trials in
which patients with type 2 diabetes taking the blood pressure medication, Benicar (olmesartan}, an
angiotensin 1l receptor blocker, had a higher rate of death from a cardiovascular cause compared to
paticnts taking a placebo. FDA's review is ongoing and the Agency has not concluded that Benicar
increases the risk of death. FDA currently believes that the benefits of Benicar in patients with high
blood pressure continue to outweigh its potential risks.

»  Proton Pump Inhibitors — Class Labeling Change : FDA notified healthcare professionals and patients
of revisions to the prescription and over-the-counter [OTC] labels for proton pump inhibitors, which
work by reducing the amount of acid in the stomach, to include new safety information about a
possiblc increased risk of fracturcs of the hip, wrist, and spine with the use of these medications.

The new safety information is based on FDA's review of several epidemiological studies that found
those at greatest risk for these fractures received high doses of proton pump inhibitors or used them
for one year or morc.

= Tramadol — Label Change: Ortho-McNeil-Janssen and FDA notified healihcare professionals of
changes to the Warnings section of the prescribing information fos tramadol, a centrally acting
synthetic opioid analgesic indicated for the management of moderate to moderatcly severe chronic
pain. The strengthened Warnings information cinphasizes the visk of suicide for patients who arc
addiction-prone, taking tranquilizcrs or antidepressant drugs and also warns of the risk of overdosage.
Tramadol-related deaths have occurred in patients with previous historics of emotional disturbances or
suicidal ideation or atlempts, as well as histoties ol misusc of tranquilizers, alcohol, and other CNS-

- active drugs. Tramadol may be expected to have additive effects when used in conjunction with
alcohol, other opioids or illicit drugs that cause central nervous system depression. Serious potential
consequences of overdosage with tramadol are central nervous system depression, respiratory
depression and death. Tramadol has mu-opioid agonist activity, can be abused and may be subject to
criminal diversion. A RetroDUR of tramadol utilization will be prepared and presented at a later
meeting.

Public Comment: No public comment.

Board Decision: The Board approved no coding 'changes and rccommended posting the alerts on the
web site.

14. Adjourn: Meeting adjourncd at 8:55 p.m.

Next DUR Board Meeting

'Tuesday, September 14, 2010

7:00 - 9:00 p.m.*

EDS Building, OVIIA Conference Room
312 Hurricane Lane, Williston, VT
(Entrance is in the rear of the building)

* The Board mceting will begin at 6:30 p.m. and the Beard will vote to adjourn to Executive Session to

discuss Medicaid OBRA'90/Supplemental Rebates arid Agreements as provided by 33 VSA § 1998(1)(2).
'The Executive Scssion is closed to the public.
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= VERMONT

Department of Vermont Health Access
Pharmacy Bencfit Management Program
DUR Board Meeting Minutes: 09/14/10

Board Members:

Michael Scovner, M.D., Chair Cheryl Gibson, M.D. Sommer Zarbock, Pharm. D,

Lynne Vezina, R.1'h. Virginia Hood, M.D. Jeanne Greenblatt, M.D. (Execulive
Session only)

Staff: )

Nancy [Togue, Pharm 1, DVLIA © Nancy Miner, (MI1P) Jennifer ligelhof, DVIIA

Dianc Neal, R.Ph., (MHP) Michael Farber, M.D., DVHA Stacey Baker, DVHA

Robin Farnsworth, DVIIA

Guesis:

Susan Alford, NovoNordisk Craig Gill, Plizer John Mastrianni, Genentech

Tracy Cravaack, NovoNordisk Renee Hagerty, Takeda Keith Osbum, Sepracor

Christing Dube, Medhmmune Doug Kenyon, Medlmmune Carl Possidente, Pliver

Amy Finn, Merck James Kokoszyna, Allergan Ralph Quinlana, Abboit

Rod Francisco, Forest Jonathon Mast, AstraZeneca Tony Tommasello, Reckitt Benckiser

Joe Winalski, Biogen fdec

Michael Scovner, M.D. Chair, called the meeting to order at 7:05 p.m. at the DUR Board meeting site in
Williston.

1. Executive Session

= An cxccutive session was held from 6:30 until 7:00 p.m. to discuss Medicaid OBRA'90/Supplemental
Rebates and Agreements as provided by 33 VSA § 1998(f)(2).

2. Introductions and Approval of DUR Board Minutcs

Introductions were made around the tablc.
The Junc 2010 meeting minutes were accepted as printed.

Public Comment: No public comment.

3. DVHA Pharmacy Administration Updates: Nancy Hogue, Pharm.D. - Pharmacy Dirvector, DVHA

=  Member Unique Identification Numbers: DVHA will no longer be vsing Social Security Numbers as
identification numbers beginning October 1, 2010. New ID cards have been issucd to all members,

4. Medical Director Update: Michael Farber, M. D. - DVHA

®  (Clinical Programs Update: _
Opiate Addiction Conference at Statehouse: Several DVHA members attended this conference which
discussed the issuc of prescription drug addiction in the State of Vermont, Buprenorphine was
intermittently discussed.
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Resignations {rom DUR Board: Norman Ward, MD., has resigned from the DUR Board to serve on
the CURB. Kathy Boland, Pharm.D., has also resigned.

New Appointments to DUR Board: Jeanne Greenblatt, MD., a Pediatric Psychiatrist will be joihing
the Board. Sommer Zarbock, Pharm.D, a member of the faculty of the Albany College of Pharinacy,
Colchester, VT campus is also joining the Board.

Prescriber Comments: -No comments were reccived.

!

5. Follow-up items from Previous Meeting Diane Neal, R.Ph., MedMetrics Health Partners .('MHP)

Suboxone®/Subutex® (buprenorphine): A letter to prescribers describing the chanagcs voted upon at
the May mecting will be sent out shortly. A discussion surrounding the Suboxone™ sublingual film
was held.

Public Comment: Tony Tommasello, Reckitt Benckiser - - Introduced the Suboxone® sublingual film
dosage form that has just recently been released. He described the differences between the sublingual
film and the already available sublingual tablet. ‘

Board Decision: None necded. The formulary status of the sublingual film dosage form will be
determincd at a later meeting,.

6. RetroDUR/Prior Authorization Quality Assurance Analysis: Diane Neal, R.Ph., (MIIP}
(Public comment prior to Board action)

Synagis® :

in September 2009, the Department of Vermont Health Access (DVIA) had updated the Synagis®
approval criteria [or the upcoming 2009-2010 RSV season in response to the changes in the American
Academy of Pediatrics guideline recommendations on RSV prophylaxis with palivizumab (S%'nagisqo),
published in the Red Book in July 2009. A retrospective drug utilization analysis of Synagis™ from
the 2009-2010 RSV season was performed to review utilization and evaluate the appropriateness of
the current prior authorization approval criteria. As expected, Synagis® utilization decreased after the
revision of the prior-authotization criteria in the fall of 2009. Following the implementation of the
updated Synagis® approval criteria, there was a 42% reduction in the total number of unique utilizers,
corresponding with a 46.4% reduction in paid Synagis® claims. The reduction in paid claims is
consistent with a decrease in the submission of prior authorization requests (from 132 to 102
requests), as well as an increase in the overall denial rate (from 16% to 31%). There were no paid -
claims outside of the official RSV season (November 1-March 31) and no one received more than 5
Synagis™ doses per scason. By contrast, the vast majority of unique utilizers during the 2008-2009
RSV scason received a total of 6 doscs. Moreover, at the time of the previous Synagis” QA analysis in
the fall of 2009, it was cstimatcd that the revision of the approval criteria, in response to the 2009
AAP update, would lead to a cost savings of approximately $300,577 per cach RSV season. This

* prediction was based on the estimated cost savings associated with the elimination of the 6™ dose,

ending the official RSV season in March, implementation of a 3 months age cut off in providing RSV
prophylaxis to infants born between 32 and 35 wecks of gestation, and allowing a maximum of 3
doses for this age group. An analysis of utilization from the 2009-2010 RSV scason indicates that the
total cost savings to DVHA had exceeded this prediction. The implementation of the revised approval
criteria had led to a cost savings of $428,518, translating inlo a 40.4% reduction in total spending on’
Synagis® per cach RSV season. No changes to current criteria are recommended.

Public Comment: No public comment.
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Board Decision: The Board unanimously agreed (o retain the current criteria.

= Actiq®™Tentora® Prior Authorization Requests: It was noticed on a quatterly drug report that there
were several claims for Fentora (which is unusual} so PA requests for short acting fentanyl products
for the period 1/1/2010 — 6/25/2010 werce reviewed. There were 4 PA requests for 2 patients. The
request for one patient was denied as it was requested for scvere headache which is not considered an
appropriate inndication. The other requests were appropriate. There were no recommendations.

Public Comment: No public comment
Board Decision: .None needed

»  RetroDUR/Educational Activities Cuitently in Process
e Congcestive Heait Failure: An outreach letter to prescribers has been finalized and wil be
sent oul. The letler reminds prescribers of the recommended medication therapy in CIIF
therapy to reduce morbidity and mortality for patients without contraindications.

Public Comment: No public comment
Board Decision: None needed
7. Clinical Update: Dyug Reviews Diane Neal, R Ph., MedMetrics Health Partners (MHP)

Note: All drug/criteria decisions will be reflected in the next PDL and/or Clinical Criteria update.
{Public comment prior to Board action)

Abbreviated Drug Revicws

»  Mirapex ER® (pramipexole) Extended Release Tablet: 1t was recommended that Mirapex ER® be
added 1o the PDL. as Prior-Authorization required with the criteria for approval being the diagnosis or
indication is Parkinson’s disease AND the patient has had an inadcquatc response {i.e., wearing off
effect ot “off” time) with the generic pramipexole or Mirapex® IR OR the patlent has not been able to
be adherent with a three times daily dosing schedule of pramipexole/Mirapex® IR resulting in a
significant clinical impact. In addition, it was recommended to have the following quantity limits: 1
tablet/day for all strengths.

Public Cofnment: No public comment
Board Decision: The Board unanimously approved the MHP’ recommendations noted above.

= Revatio® (sildenafil) Intravenous Bolus Injection: Due to its limited FDA-approved indication and
cost considerations, Revatio 1V® is recommended (o be added to the PDL as prior-authorization
required with the criteria for approval being the patient has a clinical diagnosis of pulmonary
hypertension AND there is no concomitant use of organic nitrate-containing products AND the patient
has a requirement for an injectable dosage form AND arrangements have been made for IV bolus
administration outside of an inpatient hospital setting. Approvals would be issued for the date of
service only. Quantity limit is recommended to be 3 vials per day.

Public Comment: No public comment.
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Board Deciston: The Board unanimously approved the MHP recommendations noted above.

»  Vpriv® (velaglucerase alfa) 1V Infusion: Duc to its limited FDA-approved indication and cost
considerations, it is recommended that \/’priv® be added to the PDL as prior-authorization required
with the criteria for approval being the diagnosis is Gaucher disease, confirmed by molecular or
enzymatic (esling. This approval crileria would also be applicable to Cerezyme®. The same criteria
should apply in both the Pharmacy and Medical Benefit. '

Public Comment. No public comment,
Board Decision: The Board unanimously approved the MHP recommendations noted above.

Full Drug Reviews

= Zyprexa® Relprevy (olanzapine pamoate monohydrate) Long Acting Injection
' Deferred until next meeting,

8. Therapeutic Drug Classes — Periodic Review
(Public comment prior to Board action)

= Anti-Diabetics: Peptide Hormones: Incretin Mimetics (includes new drug review of Victoza®

(liraglutide))

Deferred until next meeting.

. Ophthalmics:
o Anti-Allergy: Antihistamines and Mast Cell Stabilizers: No changes were recommended to the

antihistamine class. In the mast cell stabilizer class it was recommended that Alamast move to
PA required and the sole preferred product would be gencric cromolyn sodium.

Public Comment: No public comment.
Board Decision: The Board unanimously approved the MHP recominendations noted above.

o Antibiotics (expansion of class as previously only quinolones): This category would be
cxpanded to include the previously listed quinolones (no changes) and also the marcolides
where generic crythromycin would be the preferred product, the aminoglycosides where
gencric genatmicin and tobramycin would be preferred as single agents and generic
tobramycin/dexamethasone would be the preferred combination product as well as a generic
preferred miscellaneous catcgory.

Public Comment: No public comment.
Board Decision: 'The Board unanimously approved the MHP recommendations noted above.

e Corticosteroids; Topical: No changes recommended.

Public Comment: No public comment.

Board Decision: The Board approved no changes to this category.
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o Glaucoma Agents/Miotics
» Beta-Blockers — No changes recommended.
» Carbonic Anhydrous Inhibitors — Divided into single agent and combination
products
¥ Glaucoma Combinations — No changes recommended.
» Prostaglandin Inhibitors — Recommended change to criferia to only require a trial
of a preferred beta-blocker to be in line with clinical guidelines.

Public Comment: No public comment.

Board Decision: The Board unanimously approved the MHP recommendations noted above.

Nonstetoidal Anti-inflammatory Drugs — No changes recommended.
Public Comment: No public comment.
Board Decision: The Board apptroved no changes to this category.

9, Newly Managed Therapeutic Drug Classes: Diane Neal, R.Ph., (MHP)

= Ophthalmics: Immunomodulators: It was recommended that Restasis be added to the PDIL. as
prior-authotization requircd with the criteria for approval being the patient has a diagnosis of
moderatc to severe keratoconjunctivitis sicca (KCS)(dry eyes) AND the patient has had a
documented treaiment failure, adverse event, or contraindication to an attificial tear product.
Additionally, a quaniity Hmit of 60 vials per 30 days is also recommended.

Public Comment: No public comment.
“Board Decision: The Board unanimously approved the MHP recommendations noted above.

10. Revicw_of Newly-Developed/Revised
Clinical Coverage Criteria and/or Preferred Products Diare Neal, R.Ph., (MHP)

=  No new/revised criteria this month

11. Updated New-to-Market Drug Monitoring Log

= Now on DVIHA website

12. Selected FDA S_afetv Alerts

»  Angiotcnsin Receptor Blockers (ARBs): Ongoing Safety Review for Cancer Risk: A recently
published study - a meta-analysis combining cancer-related findings from several clinical trials -
suggested usc of ARBs may be associated with a small increased risk of cancer. FDA has not
concluded that ARBs incrcase the risk of cancer, The Agency is reviewing information related to
this safcty concern and will update the public when additional information is available. FDA
believes the benefits of ARBs continue to outweigh their potential risks.

» Lamictal (lamotrigine): Label Change — Risk of Aseptic Meningitis: FDA notified healthcare
professionals and paticnts that Lamictal (lamotrigine), a medication commonly uscd for seizures in
children two years and older, and bipolar disorder in adulis, can causc aseptic meningilis.
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Symptoms of meningitis may include headache, fever, stilf neck, nausca, vomiting, rash, and
sensitivity to light. In cases of meningitis, it is important to rapidly diagnose the underlying causc
50 that treatment can be promptly initiated.

»  Midodrine hydrochloride: FDA Proposcs Withdrawal of Low Blood Pressure Drug: FDDA recently
notified Shite and the generic manufacturers of the agency's proposal to withdraw product
approval for midodrine. The FDA's proposed action was based on the lack of required post-
marketing data confirming the clinical benefit of the drug. FDA intends to work with Shire, the
generic manufacturers, and other organizations to discuss the data that are neccssary to establish
the efficacy of midodrine. Midodrine remains approved and availablc in the marketplace. To
reassure patients and their doctors, FDA has stated clearly that as the regulatory process moves
forward, continued patient access to midodrine is a key agency priority.

* FDA Opioid Recommendations: It was expected thal recommeiidations would be forth coming
{rom the FDA this past summer. The FDA now reports that the new opioid recommendations will
be unveiled early next year as the advisory committee fclt that the initial proposal was not strong
enough. '

13. Adjourn Mccting adjourned at 8:13 p.m. (Early adjournment due (o loss of quorum).

Next DUR Board Meeting

Tucsday, October 26, 2010

7:00 - 9:00 p.m.*®

DS Building, DVHA Confercnee Room
312 Hurricane Lanc, Williston, VT
(Entrance is in the rear of the building)

* The Board meeting will begin at 6:30 p.m. and the Board will vote to adjourn to Exccutive Session to

discuss Medicaid OBRA'90/Supplemental Rebates and Agreements as provided by 33 VSA § 1998(H)(2).
The Executive Session is closed to the public.
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Vermont is a “mandatory generic” state as outlined in the Vermont statues below: Pharmacies
must dispense generics unless the prescriber expressly requires the brand.

The Vermbnt Statutes

Title 18: Health
Chapter 91: PRESCRIPTION DRUG COST CON TAINMENT

18 V.S.A. § 4605, Alternative drug selection

§ 460S. Alternative drug sclection _

{a) When a pharmacist receives a prescription for a drug which is listed cither by generic name
or brand name in the most recent edition of the U.S. Department of Health and Human Services'
publication Approved Drug Products With Therapeutic Equivalence (the "Orange Book") of
approved drug products, the pharmacist shall select the lowest priced drug from the list which is
equivalent as defined by the "Orange Book", unless otherwise instructed by the prescriber, or by
the purchaser if the purchaser agrees to pay any additional cost in excess of the benefits provided
by the purchaset's health bencfit plan if allowed under the legal requirements applicable to the
plan, otherwise to pay the full cost for the higher priced diug.

(b) The purchaser shall be informed by the pharmacist or his representative that an alternative
sclection as provided under subscction (a) of this section will be made unless the purchaser
agrecs to pay any additional cosl in excess of the benefits provided by the purchasct's health
benefit plan if allowed under the legal requirements applicable to the plan, otherwise to pay the
full cost for the higher priced drug.

(c) When refilling a prescription, pharmacists shall receive the consent of the prescriber to
dispense a drug different from that originally dispensed, and shall inform the purchaser that a
generic substitution shall be made unless the purchascr agrees to pay any additional cost in
excess of the benefils provided by the purchaset's health benefit plan if allowed under the legal
requirements applicable to the plan, otherwise to pay the full cost for the higher priced drug,

(d) Any pharmacist substituting a gencrically cquivalent drug shall charge no more than the usual
and customary retail price for that selected drug. This charge shalt not exceed the usual and
customary retail price for the prescribed brand. (Added 1977, No. 127 (Adj. Sess.), § 1; amended
2001, No. 63, § 124; 2005, No. 71, § 300, cff. June 21, 2005; 2009, No. 35, § 3.)
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VT Medicaid PDI. Management of Generic Drugs

PDL Categories: Preferred Drugs

Whencver possible, preferred drugs in a category will be generic. Clinical criteria for branded
products will generally include a step through a generic product when available (“generic first”).
The DUR Board heavily promotes the use of generics in general and dircctly through identified
classes in the PDL by means of automated step therapics and/or prior authorizations in the
following categories: '

Acne

Analgesics: NSAID, Shoit Acting Narcotics, Long Acting Narcotics

Anti-anxicty: Anxiolytics

Anticonvulsants

Antidepressants: Miscellancous, SSRIs and Tricyclics

Anti-diabetics: Biguanides and second generation sulfonylureas

Anti-emetics: 5-H'1'3 Receptor Antagonists

Antihypertensives: ACE Inhibitors/Combinations, Beta-Blockers, Calcium Channcl
Blockets

Anti-Infectives: Antibiotics: Cephalosporins: First and Sccond Generation, Macrolides
and Penicillins

Anti-infectives: Antifungals: Azolcs

- Antipsychotics: T'ypicals

BPH: Alpha Blockers

Constipation: Chronic or IBS-C

Coronary vasodilators / antianginals

Corticosteroids: Oral

Cough and cold medications

Dermatological Agents: Corticosteroids, Scabicides and Pediculicides
Gaslrointestinals: H-2 blockers _
Lipotropics: Bile Acid Sequestrants, Fibric Acid derivatives, Statins
Mood Stabilizers

Mousculoskeletal agents/Anti-spasticily agents

Ophthalmics: Antihistamines and Corticosteroids(Topical)
Parkinson’s medications

Pulmonary: Antihistamines: 1 generation and 2™ generation
Sedative hypnotics (benzodiazepines)

Sedative Hypnotics: Non-benzodiazepine, Non-barbiturate

Skeletal Muscle Relaxants '

Vaginal Anti-infectives

Vitamins: Prenatal Multivitamins
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Additional drug classcs reviewed and approved by the DUR board in FFY 2010 as generic
preferred classes are:

¢ Dermatological Agents: Antibiotics: Topical and Antifungals: Topical

¢ (astrointestinal: Prokinetic Agents

»  Gout Agents: Xanthine Oxidase Inhibitors

¢ Ophthalmics: Antibiotics and Mast Cell Stabilizers

New generic entries:

When a new generic product becomes available within a PDL-managed therapcutic category,
DVHA manages the addition of such generic product to the PDI. without formal evaluation by
the DUR Board, once the pricing of that product warranis PDL inclusion. Movement of such
generic products to preferred status would be limited to AB-rated (bioequivalent) drug products
where there exists no significant evidence of increased safcty risk or diminished efficacy as
compared to alternative PDI. options.

Additionally, per positive vote of the OVHA DUR Board on May 9, 2006, OVHA reserves the
right to restrict coverage of a new generic entity if the net pricing of its branded alternative
remains lower to the State. Such coverage restrictions will remain in place until the time when
generic pricing [alls to a level representative of greater cost savings to the State versus the
branded alternative.
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Vermont Pharmacy Benefit Management Access Program Costs FFY 2010:

In FFY 2010 the Vermont State Medicaid program covered a monthly average of 127,819 eligible
beneficiarics (117,258 FFY 2009), with a FFY 2010 total of 1,484,171 prescription claims with a net cost
of $123 million. This is a 5.9% dccrease in Rx claim volume and a 2.1% increase in overall Rx cost

versus [FI'Y 2009,

DUR initiatives specifically resulting in annualized cost savings and/or cost avoidance in FFY 2010:

Initiative $ Savings
On-line POS/ProDUR $30,076,434.18
Iunesta $224,154.43
Restasis $5,764.92 -
Topical Antivirals $ 40,981.62
- Specialty Pharmacy ) $ 613,454.00
Synagis $ 428,518.00
TOTAL - $ 31,389,305.00
FFY 2010 Top 10 Therapeutic Classes by Cost
Rx % of
Drug Group Claims $ Spend Total$ | $/Cilaim
Analgesics - Opioid 194,845 [ $14,191,780.07 | 11.54% $72.84
Antipsychotics/Antimanic Agents 52,411 $13,213,790.17 | 10.75% | $252.12
Antiasthmatic And Bronchodilator Agents 77,833 | $12,116,283.78 9.85% | $155.67
Adhd/Anti-Narcolepsy/A nti-Obesity/Anorex 76,081 [ $11,408,003.88 0.28% | $149.95
Antidepressants 161,649 $9,592.376.55 7.80% $59.34
Ulcer Drugs 49,826 $6,887,820.03 5.60% | $138.24
Anticonvulsanis 83,516 $5,414,636.69 4.40% $64.83
Antivirals 13,250 $5,307,336.27 432% | $400.55
Antidiabetics 29,600 $5,091,958.67 4.14% | $172.03
Contraceplives 31,249 $3,001,376.04 2.44% $96.05
FFY 2010 TOTAL for TOP 10 CLASSESS 770,260 | $86,225362.15 | 70.12% | $111.94
FFY 2000 TOTAL for ALL CILASSES 1,484,171 | $122,966,418.32 | 100.00% $82.85
FI'Y 2009 1,576,778 | $120,379,297.96 $76.35
FEY 2008 1,507,622 | $104,769,077.93 $69.49
FFY 2007 1,492,835 | $98,505,572.12 $65.99
FEFY 2006 1,929,013 | $128,547,761.00 $66.64
FEY 2009 | Rx Claims | $ Al Classes j $/Claims ETY 2010 | Rx Claims | § All Clagses | $/Claims
CY Q408 385,641 $28,234,462 $73.21 CY Q4'09 373,316 $29,956,114 $80.24
CY Q1'09 398,637 329,978,606 $75.20 CY Q1'10 375,435 $31,189,995 $83.08
CY Q2'09 407,111 $30,271,424 $74.36 CY Q210 372,976 $31,327,326 $83.99
CY Q1'09 385,389 $31,894,806 $82.76 CY Q310 362,444 | §30,492,984 $84.13

* % Prescriptions Processed by ECM System in FFY 2010 - 99.90%




Please refer to (1) Attachment 1 — ProDur for On-line POS/ProDUR cost avoidance.

(2) Attachment 3 — Retrospective DUR Screening and Interventions for cost savings
analysis for l.unesta, Specialty Pharmacy and Synagis.

(3) Topical Antivirals and Restasis cost savings analysis below.

Cost Savings Associated with Managing New Medication Categories

Restasis 6 month savings = $ 2,882.46 Annualized Savings =$ 5,764.92
Post - Implementation {10/12/10 -
Pre - Implementation (4/12/10 - 10/11/10) 4/11/11)
Ry Total Amt Amt Amt Due 1 Res Total Amt Amt Amt Due
xs Due Due/Rx PMPM Due Due/Rx | PMPM
| Brand 124 | $34,724.70 | $280.04 $0.04 | | Brand 115 { $31,842.24 | $276.89 | $0.04

Antivirals: Topical 6 month savings = $ 20,490.81  Annualized Savings = $ 40,981.62

Pre - Implementation (2/17/10 - 8/16/10) Post - Implementation (8/17/10 - 2/16/11)
Ax's Total Amt Amt Amt Due Rx's Total Amt Amt | Amt Due
Due Due/Rx PMPM Due Due/Rx { PMPM
Brand 379 $39,811.59 -$105.04 $0.05 | Brand 233 | $19,320.78 $82.92 $0.02




Vermont Prescription Monitoring System

The Department of Health launched the Vermont Prescription Monitoring System
("VPMS") in 2009, as established under Act 205.

When a Schedule I, IlI, or IV controlled substance is dispensed to an outpatient, a
standard set of information about the patient, the prescriber, and the drug will be
collected by the VPMS and maintained for six years on a secure, central database.

Information from the System will be available to providers and pharmacists io help in
their work to effectively manage their patients' treatment.

By maintaining complete and up-to-date information, providers will have access to a full
history of their patient's prescriptions for controlled substances. Further, the system can
alert a provider to possible abuse of - or addiction to - controlled substances.

- Patients can request a report of their own records, but do nof have direct access to the
system. A patient for whom a prescription for a controlled substance is written may
request information from the VPMS database relating to himself or herself. The request
must be in writing, and the person must appear in-person, and produce a valid
government-issued photographic proof of identify to receive the VPMS report.

Licensing Boards may request records, but do not have direct access to the VPMS
database. A representative of a professional board that is responsible for the licensure,
regulation or discipline of health care providers or dispensers, may request information
from the database relating to a licensee, pursuant to a bona fide specific investigation of
that licensee. :

DVHA (VT Medicaid) does not have access to the VPMS and the system does not track
source of payment. The VPMS only allows access for prescribes and dispensers that
are treating their bonafide active patients. The reason for this is that the VPMS was
established as a health oriented system. The data item of payment is obsolete to a
provider when treating a patient. While it may lead to more questions about the patients
reasoning for seeking medications, the VPMS is not in the business of "catching" people
but improving health by identifying someone who may be abusing or addicted to
controlled substances. In addition to insurers, law enforcement has no access to this
system.

Currently, conversations about what kind of changes will be proposed to the present
VPMS statute this legislative season are ongoing.

2011-09-20
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State of Vermont Agency of Human Services
Department of Vermont Health Access '

412 Hurricanc Lane, Suite 201 .

Williston, V1’ 05405-2807

http://dvha.vermont.gov

Effective October 25‘“@{) 2010

Important Changes to Suboxone®/Subutex® (Buprenorphine) Program

September 22™, 2010
Dear Colleague:

The Department of Vermont Health Access (DVHA) remains committed to providing medication-assisted
opioid-dependence treatment in an office-based setting for appropriately selected beneficiaries. The Drug
Utilization Rewew (DUR) Board of the BVHA made significant changes to the prior authorization requirements
for Suboxone® and Subutex® that became effective in December 2007 with further changes in August 2008.
After a thorough review of our claims data and prior authorization requests ahd meeting wnh the Department
of Corrections regarding reports of diversion and abuse (of both Subutex® and Suboxone®), the DUR Board
voted May 18, 2010 to implement further changes to ensure access while limiting the risk of diversion.

Diagnosis: Suboxone® and Subutex® have received FDA approval only for the treatment of apioid addiction.
Vermont Medicaid policy is consistent with these approved indications. DVHA will continue to grant prior
authorization only for patients who have a diagnosis of opioid dependency. Prior authorization will not be
granted for buprenorphine prescribed for pain control.

Who May Prescribe: The Drug Addiction Treatment Act of 2000 {DATA 2000) enables qualifying physicians
to receive a waiver from the special registration requirements in the Controlled Substances Act for the
provision of medication-assisted opioid addiction therapy. Physician assistants and nurse practitioners may
not prescribe buprenorphine for opicid addiction treatment as these practitioners are not included in the
definition of "qualifying physicians”, Prior authorization will only be granted to patients whose requesting
prescriber has a DATA 2000 waiver |D number.

Subutex®: Due to reports of Subutex® (buprenorphlne meno” tablet) diversion and abuse by injection or
intranasal use {to a greater extent than Suboxone®™), prior autherization will only be granted for Subutex® for
pregnant women and women breastfeeding methadone dependent babies. The buprenorphine prescriber
must provide documentation from the OB provider or pediatrician/neonatologist with the prior authorization
request. All other requests for Subutex® must be dlscussed on a case-by-case basis with the DVHA Medical
Director.

Prior Authorization Submission: To process your prior autherization request in the most expeditious
manner, all PA requests must be submiitted via fax to ensure that requests are not delayed for incomplete
information. DVHA requests additional information on the revised PA form {copy attached). All requests will
he processed within 24 hours.

Desing: Correct dosing contributes to the success of your patients' freatment. Due to the “ceiling effect’ of
buprenarphine (see below), higher dosing offers litlle extra benefit and increases the potential for diversion,
while low dosing may result in cravings and withdrawal symptoms causing the patient to drop out of
treatment.! As the average buprenorphine dose presciibed to DVHA beneficiaries has increased, the
following review is being provided.

' Medical Advisory & Best-Practices Update, Reckitt Benckiser Pharmaceuticals Ine. [1/06



Mechanism of Action

Buprenorphine binds tightly to the mu-opioid receptor and is not easily displaced by other opioid
agonists and, therefore, it blocks the effects of subsequently administered opioids in a dose-
dependent manner. There |s considerable evidence that the generally effective daily Suboxone® dose
is approximately 16 mgfday'. At 16 mg/day, mu-opioid receptor availability is decreased by 85% to
92%. While the mean mu-opiate receptor binding potential values for 32 mg/day doses are higher than
16 mg/day, they do not significantly differ®. This degree of blockade (at 16 mg/day) appears to
minimize withdrawal symptoms, promotes attendance at counseling sessions, and prevents euphoria
from other ingested opioids.

Maintenance Dosages

Following successful induction, a clinically effective maintenance dose should be established. The
dosage should be progressively adjusted in increments/decrements of 2 mg or 4 mg to a level that
maintains the patient in treatment and suppresses opioid withdrawal effects. While the target dose is
16 mg/day, expected doses can range from 4 mg — 16 mg/day and should be effective for at least 24
hours. The provider should assess other psychosocial and medical/psychiatric co- morbldlty issues
that may contribute to a patient's perception that the current dose is not adequate.’

Dosing Instructiohs

The provider must educate their patlents on the proper administration of buprenorphlne (ie.,
sublingual, not oral, administration). Buprenorphine has low oral bioavailability refative to sublmgual
hicavailability. Sublmgual buprenorphine takes at least 5 minutes and up to 12 minutes for a dose to

- adequately dissoive and completely absorb sublingually. Not allowing time for complete absorption

may result in the perception that the dose is not sufficient. A patient instruction sheet with helpful tips
to photocopy and to provide to your patients is included below. '

The FDA has recently approved a new dosage formulation of Suboxone® (a sublingual film). The
DUR Board will evaluate both the clinical and cost implications of this new dosage form in the coming
months and determine the Medicaid policy for this product.

DHVA Dosing Limits _

Patient buprenorphine needs are unique and a small number of patients may require up to
24 mg/day doses. The possibility for diversion of part or all of a dose must always be considered.
For either drug, caution should be used when prescribing doses higher than 18 mg per day.
Effective 10!25!2010 an absolute dose limit of 16 mg/day will be adopted for Subutex® and 24 mg/day
for Suboxone®. Patient specific information is attached to this letter for all your patients who currently
have claims exceeding these limits. Authorization for continuation of dosing at levels above these
limits will require that additional clinical information justifying this need be provided. To prevent any
disruption in medication therapy, please call DVHA at 879-5955 to discuss the patients prior to
10/15/2010.

Pharmacy Home: In order to assist patients in their recovery from opiate addiction, DVHA will be requiring
all beneficiaries prescribed buprenorphineto identify a “pharmacy home” where alf of their prescriptions will
be filled. Please discuss this requirement with the patient and document their pharmacy choice on the PA
form. Prescriptions may not be filled at other pharmacies and prior authorization requests for buprenorphine
for patients without a pharmacy home will be returned as incomplete. In an urgent situation when a
beneficiary cannot obtain a prescription at their chosen Pharmacy Home, DVHA may be contacted to arrange
approval to obtain it at a different pharmacy.

Prescription Bays Supply: In some circumstances, excess medication may tempt an individual to divert
some of their medication to provide income or to share medication with others.! Beginning October 25, 2010,
the maximum allowable days supply will be 14 days. This will limit quantities on hand in the community and
alsa reduce medication waste from patients who do not tolerate or choose to discontinue therapy.

2 Gireenwald MK, Johanson CE, Moody DE, Woods JH, Kilbourn MR, Koeppe RA ef af (2003). Effccts of buprenorphine
maintenance dose en mu-opioid receplor availability, plasma concentrations, and antagonist blockade in heroin-dependent
volunteers. Newrepsychopharmacology 28: 2000-2009.
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Vermont Prescription Monitoring Program (VPMS): As a provider of opioid addiction treatment, DVHA
sfrongly recommends that ail prescribers register for and use the VPMS. The VPMS was established to
provide prescribers with as much information as possible about their patients’ prescription medication history.
This is particularly important if you are not the primary care physician for a patient obtaining Schedule Il - 1V
medications from other prescribers in addition to buprenorphine. Please query the VPMS to review the -
patient's scheduled 11-IV medication history before requesting prior authorization for buprenorphine and at
regular intervals after that time and if there is a change in patient status.

Registration and designation instructions and forms may be found at

http://healthvermont.goviadap/VPMS .aspx#HealthCareProvider or you may contact Meika Zilberberg MS,
Program Coordinator, at (802) 652-4147. '

Diversion and Non-Compliance: DVHA is committed to providing the correct medication in the correct dose
for appropriately selected patients. Some behaviors that may suggest non-adherence with treatment include
offers to pay “out of pocket” for the mono-product or repeated requests for increased dosing. For patients
discharged from your practice due to non-adherence with your medication-assisted opioid-dependence
program, please contact the Clinical Call Center at 1-800-918-7549 to inactivate the prior authorization
requested by you dn file for that patient.

Drug Interactions/Safety Concerns: Buprenorphine exhibits a “ceiling effect” with regard to respiratory
depression, making a lethal overdose unlikely. This ceiling effect and its potential safety margin are
eliminated when combining buprenorphine with alcohol or other sedative drugs, including benzodiazepines
{particularly when administered intravenously). Although the combination of buprenorphine and
benzodiazepines is not absolutely contraindicated, buprenerphine should be prescribed with caution to
patients taking benzodiazepines or other sedative drugs including tramadol. Additionally, the administration of
opiates to patients receiving buprenorphine is discouraged since their effect may be blocked by
buprenorphine.and either the buprenorphine or the apiate may be subject to diversion.

There have been reports of disastrous consequences when small children are exposed even briefiy to
buprenorphine as the “ceiling effect” does not appear to hold for this population. Please educate your patients
about the need for safe storage of buprenorphine along with all other medications®.

Methadone vs Buprenorp_hme: Some patients may be better candidates for treatment with methadone in a

clinic setting rather than with buprenorphine in an office based setting. The buprenorphine prior authorization

form now includes a question asking if you would have referred your opioid dependent patient to a methadone
clinic if this option was conveniently located and available. Please indicate your optimal choice each time you
submit a buprenorphine prior authorization form.

Vermont Buprenorphine Practice Guidelines: Pharmacotherapy is only one aspect of opiate addiction
treatment. The Vermont Buprenorphine Practice Guidelines provide Vermont practitioners with a
consolidated set of recommendations and best practices for the management of opioid dependence in an
office-based setting. Our full guidelines may be accessed at http://dvha.vermont.gov/for-providers.

if you have questions related to this change in benefit coverage, please feel free to contact our on-site
MedMetrics' Clinical Account Manager, Diane Neal, R.Ph, at 1-802-879-5605. Thank you for your continued
support of the State of Vermont's clinical pharmacy programs.

. Sincerely,

Mubs® € Pedes o,

Michael Farber, M.D.
Medical Director

3 Royer EW, McCance-Kaiz E, Marcus, S,.Methadone and Buprenorphine Toxicity in Children The Amierican Journal on
Addictions, 19: 89 95, 2009



THE VERMONT ACADEMIC DETAILING PROGRAM is a university-based prescriber
education and support program that cperates out of AHEC (Area Health Education Programs).
The Program is offered by the University of Vermont's Office of Primary Care with funding from
public and private sources, including the State of Vermont. There is no pharmacetucial
company sponsorship associated with the Vermont Academic Detailing Program nor do the
pragram facuity have any ties to the pharmaceutical industry. The facuity objectively review
clinical topics, covering the latest evidence for lifestyle changes and generic medications in
addition to the latest in medication reteases. This information is shared with prescribers across
Vermont,

DVHA provides medication utilization data to help in the development and evaluation of their
academic detailing programs and works collaboratively with AHEC to identify medication topics
of mutual interest. During FFY2010, AHEC choose to target antipsychotic medication use and
prescribing as one of their next projects.

The goal of the Vermont Academic Detailing Program is to promote high quality,
evidence-hased, patient-centered, and cost-effective treatment decisions by
healthcare professionals.

The program consists of one-hour, case-based interactive visits between one or more
prescribers and a pharmacist or physician academic detailer. Academic detailing visits are
typically delivered in the convenienhce of the prescribers’ offices. The program presents an
objective overview of evidence from studies about the various medications used to treat a
specific medical cendition. Patient resources and handouts often accompany the prescriber
information.

To achieve these goals, AHEC relies on the guidance and. broad opinions of multiple
stakehalders. AHEC has formalized these stakeholders as Vermont Academic Detailing
Program Advisors, including a representative from DVHA. The role of the Program Advisor is to
provide opinions and practical advice regarding the approach, direction, and operation of the
Vermont Academic Detailing Program.



c-Prescribing Activity Summary

Al the time of the last update to the Vermont State HIT Plan in October 2010, it was reported
that 93% of pharmacies in Vermont are accepling electronic prescribing and refill requests (e-
Rx). However, the percentage of prescriptions being submitted electronically was then estimated
to be 12%. A program, ePrescribe Vermont, offered through the Vermont Information
Technology Leaders, Inc. (VITL, the State’s HIE), provides a statewide license for prescribers
without EHRs to usc a free-standing e-prescribing application. It also provides incentives to
providers with EHRs to implement e-prescribing functionality along with support to independent
pharmacies in the statc to accept and transmit electronic prescriptions.

Subsequently, the Department of Vermont Health Access has worked with its preseription
management partner, MedMetrics Health Pariners, to provide activity reports and assist the state
in analyzing the e-prescribing landscape in Vermont. The direct health benefits of ¢-Rx are well
documented, but include medication safely advantages, increased system efficiency and
reduction in routine problem orders which allows the phatmacist to focus on more clinically
significant medication interventions, and paticnt satisfaction associated with turnaround time on
orders. e-Rx is a key aspcct of Meaningful Use and this initiative in Vermont is consistent with
owr HI'T roadmap goals of fully realizing the benefits of Meaningful Use for |mploved health
outcomes, with lower costs.

During the period of this report, pharmacics reported that 10.18 % of prescriplions were roceived
electronically. As this claim ficld is not mandatory for pharmacies, the origin of the prescription
was not specified in 31.06 % of all claims.

DVHA - Net Paid Claims by Origination Code
Service Period: 10/01/09 - 09/30/10 {Based on Date Submntted)

Carrier |ID Account 1D Or%:'l:::on Ong:lztrligrt‘is:de Total Rx's ‘ifx?:

MPSOVHA 99MPSOVHA 0O Not Specified 461,041  31.06%
MPSOVHA 99MPSOVHA 1 Written Prescription 430,576 29.01%
MPSOVHA 99MPSOVHA 2 Telephone Prescription 200,013 13.48%
MPSOVHA 99MPSOVHA 3 Electronic Prescription 151,104  10.18%
MPSOVHA 99MPSOVHA 4 Facimile Prescription 241,437  16.27%

Total 1,484,171 100.00%



