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Item 307(M) of the 2012 Appropriations Act requires the Department of Medical Assistance
- Services to report annually on the activities of its Pharmacy Liaison Committee and the Drug
Utilization Review Board and actions taken to ensure cost-effective delivery of pharmacy
services. The Appropriations Act further requires DMAS to report on the activities of these
Committees to the Board of Medical Assistance Services, the Department of Planning and
Budget, and the Chairmen of the House Appropriations and Senate Finance Committees by
December 15 of each year.

Should you have any questions or need additional information, please feel free to contact me at
(804) 786-8099.
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I AUTHORITY FOR REPORT

Item 307(M) of the 2012 Appropriations Act directs the Department of Medical Assistance
Services (DMAS) to implement continued enhancements to the prospective drug utilization
review (ProDUR) program. DMAS is directed to continue the ProDUR Committee and the
Pharmacy Fiaison Committee (PLC) in order to promote the implementation of cost effective
initiatives within the Medicaid pharmacy program. The Appropriations Act further requires
DMAS to report on the activities of these Committees to the Board of Medical Assistance
Services, the Department of Planning and Budget, and the Chairmen of the House
Appropriations and Senate Finance Committees by December 15 of each year.

II. BACKGROUND
A, Role of the DUR Board

The Drug Utilization Review Board (hereafter “the DUR Board”) i1s an expert panel composed of
physicians, pharmacists and nurse practitioners appointed by the DMAS Director. In this
capacity, the DUR Board defines the parameters of appropriate medication use within federal
and state guidelines; meets periodically to review, revise and approve new criteria for the use of
prescription drugs; and, develops drug utilization review criteria by addressing situations in
which potential medication problems may arise, such as high doses, drug-drug interactions, drug»
diagnosis interactions, adverse drug reactions, and therapeumc duplication.

The DUR Board consists of two programs (1)} the prospective DUR (ProDUR), and (2) the
retrospective DUR (RetroDUR). The intent of both programs is to help ensure the health and
safety of patients.

The ProDUR program involves a review of prescription and medication orders and patients’ drug
therapy history prior to prescription orders being filled. The ProDUR program allows pharmacy
claims to be evaluated at the time claims are actually submitted. Specifically, the ProDUR
program is an interactive on-line, real-time process in which pharmacy claims are evaluated for
potential problems related to established criteria for appropriate use (e.g., drug-drug
mteractions). Due to the short tum-around time associated with point-of-sale processing (30
seconds or less per transaction), immediate alert messages are sent to pharmacists on the most
serious potential concerns based on a hierarchy of risks that 1s continually reviewed by the DUR
Board. A pharmacist, based on clinical judgment, can override most ProDUR alerts. In these
cases, the pharmacist needs to provide justification for the override or the claim w1ll be denied.

Unlike the ProDUR. program which is prospective in nature, the RetroDUR program is a
retrospective program. The RetroDUR program examines a history of medication used to
identify certain patterns of use. After a computer analysis of claims data, an expert panel of
reviewers evaluates a sampling of records, identifies potential problems and requests the
generation of educational intervention letters in appropriate circumstances.



III. DUR BOARD PHARMACY INITIATIVES
Al Atypical Antipsychotic Use in Children Under the Age of Six (6)

In August 2009, the Board evaluated a preliminary review of Virginia Medicaid claims data that
revealed a number of recipients under the age of six are receiving atypical antipsychotics.

Atypical antipsychotic agents are not FDA approved for the use in children under the age of 6
years with the exception of risperidone for the treatment of mmtability in autistic disorder.
However, across the nation, the utilization of these agents in children with severe mental health
conditions is rising. The DUR Board requested a RetroDUR review of these cases to determine
if there is cause for concern. Intervention letters were sent to prescribers of these agents in
children under 6 years of age. A survey sheet was enclosed that requested feedback on the
following: specific diagnosis that was being treated; had the patient received a psychiatric
consult if the prescriber was not a psychiatrist or behavioral health specialist; and was the patient
being monitored for metabolic syndrome by checking weight, glucose levels and lipid panels at
the recommended intervals.

Intervention letters were sent to 90 prescribers regarding 157 patients. If no response was
received after two weeks, the prescribers were contacted by telephone. A response rate of 71%
was obtained. from the prescribers. The majority of the patients were being treated for extreme
behaviors such as aggression related to autism or oppositional defiant disorder. In addition,
many of them also had a diagnosis of ADHD. Eighty-one percent (81%) of the prescribers that -
responded indicated they monitor for metabolic syndrome and another three percent indicated -
they plan to do so.

During 2010, the Board voted to implement an edit and requested additional information from '
DMAS related to how the edit would be implemented.

Effective December 1, 2011, DMAS required specific chinical criteria for atypical antipsychotics
prescribed to new patients under the age of 6 who are enrolled in the fee-for-service Virginia
Medicaid program. In consultation with the DUR Board, DMAS established Service
Authorization (SA) criteria. As of September 30, 2012, 170 SA requests had been received by
DMAS’ service authorization contractor. One hundred and twenty eight (128) of the requests
meet the established criteria and were approved for six months. Another forty two (42) requests
did not met criteria but were approved for one month and returned to the provider with a request
for additional information. A total of eleven (11) of SA requests resulted m peer-to-peer review
with the contracted pediatric psychiatrist.

B. Synagis® Service Authorization Requirement

In November 2010, the DUR Board reviewed member utilization of Synagis®. Synagis® was
licensed in June 1998 by the United States Food and Drug Adnunistration (FDA) for the
prevention of serious lower respiratory tract disease caused by respiratory syncytial virus (RSV)
in pediatric patients who are at increased risk of severe disease. The American Academy of
Pediatrics (AAP) has published specific guidelines for the use of Synagis®. A report containing
monthly Virginia Medicaid claims data from October 2009 to September 2010 showed total

2



claims paid was $4,572,520 and that Synagis® ranked number one in 1ts Generic Therapeutic
Class. According to this report, 80 recipients received Synagis® in April 2010, three in May
2010, and 17 in September 2010 - months that are outside the Centers for Disease Control’s
(CDC) established season for Synagis® administration. After reviewing the utilization, the DUR
Board requested that the AAP guidelines for Synagis® use be reviewed and discussed during its
next meeting in an effort to determine if the current utilization was appropriate. At the March
2011 DUR Board meeting, the Board voted that Synagis® must have prior authorization for all
members utilizing the current American Academy of Pediatrics guidelines. And, effective July
2011, DMAS required prescribing providers to complete a service authorization (SA) for the use
of Synagis®. In March 2012, a report comparing Synagis® utilization from September 2011 to
February 20, 2011 to the same dates for the previous year identified a decrease in utilization
resulting in $2 million drag spend save. The decrease is attributed to the service authorization
process that ensured that the medication was being used according to AAP guidelines.

C. Additional DUR Board Approved Service Authorization Requirements
In March 2012, the Board recommended that DMAS require prescribing providers to submit a

Service Authorization (SA) for the use of the following drugs based on the U.S. Food and Drug
Administration (FDA) approved labeling effective July 1, 2012:

o  Jakafi® (fuxolitinib) e Firazyr® (icatibant)
e Onfi® (clobazam) o Xalkori® (crizotinib)
e Promacta® (eltrombopag) e Zelboraf® (vemurafenib)

1v. 2012 DUR BOARD SUMMARY OF ACTIVITIES
A. Criteria Reviews and Updates

The DUR Board met three times in 2012 {(March, May, and August) and is scheduled to meet in
November. During these meetings, the DUR Board approved criteria for new drugs, revised and
approved criteria for existing drugs, and updated existing criteria which were integrated into both
the ProDUR and the RetroDUR programs. Specifics are provided below.

Criteria for new drugs. In 2012, the DUR Board reviewed and approved criteria for 27 new
drugs, including:

e Asclera® (Venosclerosing agent) e Eylea ® (Ophthalmic vasc.

¢ Bydureon® (Antihyperglycemic) Endothelial growth)

¢ Dymista®(Nasal Antihistamine & e Ferriprox® (Metallic poison)

~ Nasal anti-inflammatory steroids) . Inlyta® (Antineoplastic); .

e Edarbyclor® (Angiotensin e Intermezzo ® (Sedative-hypnotic)
receptor/Diuretic) o Jakafi® (Antineoplastic)

. Elelyso® (Metabolic disease enzyme o Jentaducto® (Antiherglycemic)
replacement, Gaucher’s DX) e Kalydeco® (Cystic Fibrosis)

e FErivedge® (Antineoplastic}; e Korlym® (Antihyperglycemic)



¢ Omontys® (Erythropoiesis- | o Qnasl® (Nasal Antunflammatory)

stimulating) e Rectiv ® (Local Anorectal Nitrate)
¢ Onfi ® (Anticonvulsants) e Subsys® (Analgesic-Narcotic)
e Perjeta® (Antineoplastic) e Truvada® {Antineoplastic)
e Picato® (Topical Antineoplastic); o Voraxaze®(Antineoplastic)-
e Potiga ® (Anticonvulsant) o Zetonna® (Nasal Antiinflammatory)
e Promacta ® (Thrombopoietin o Zioptan®(Miotics/Intraocular)
receptor)

Reviewed and approved criteria for existing drugs. Tn 2012, the DUR Board reviewed and
approved criteria for (1) Endocrine and Metabolic agents; (2) Immunologic agents; (3)
Respiratory agents; (4) Cardiac agents; (5) Central Nervous System agents; (6) Chelation therapy
agents; (7) Gastrointestinal agents; (8) Antineoplastics; (9) Anti-infective agents; (10) Biologics;
and (11) Ophthalmic agents.

Updated existing criteria. In 2012, the DUR Board reviewed and updated existing criteria for
the following therapeutic classes:

e Analgesics e Antithyperglycemics

e Antiasthmatics ¢ Atypical Antipsychotics
e Antibiotics » DBiologicals

e Anticonvulsants * Endocrine

e Antidepressants

B. RetroDUR Program Activities
1. RetroDUR Reviews

RetroDUR Reviews examine medication utilization (claims data) to 1dentify potentially
problematic patterns (e.g., non-compliance, excessive quantities, etc). The DUR Board decides
which drug classes to evaluate, then the appropriate claims data are extracted. An expert panel
of reviewers evaluates a sample of the extracted claims data to identify potentially problematic
prescribing practices. When problematic practices are noted, the expert panel requests that the
program contractor mail educational intervention letters to pharmacies and/or providers. The
educational letters (“patient profile letters™) are customized to each identified case.

Between January 2012 and September 2012, the DUR Board retrospectively reviewed patient
profiles and mailed letters on the following items:

e Polypharmacy (defined below),

o Re-review on the interventions from April 2011 RetroDUR polypharmacy;
e Review on profiles for multiple prescribers of benzodiazepines and opiods;
o Re-review on the interventions from May 2011 RetroDUR Beers Review;

e Beer’s List Criteria review,



¢ Re-review on June 2011 for HIV patients and lettered their prescribers on. strategies to
achieve treatment goals and enhance the effectiveness of Antiretroviral Therapy (ART);

e Polypharmacy (defined below);

* Re-review on the interventions from July 2011 RetroDUR polypharmacy;

e Review on profiles for appropriate utilization of Gastrointestinal agents and to promote
safe, cost-effective use of anti-secretory agents in the management of gastrointestinal
disorders, including peptic ulcer disease (PUD) and gastroesophageal reflux discase
(GERD); |

¢ Re-review on the interventions from August 2011 RetroDUR Clopidogrel;

¢ Review on profiles for atypical antipsychotics: coordination of care;

¢ Polypharmacy (defined below),

s Re-review on the interventions from October 2011 RetroDUR Polypharmmacy Review;

o . August 2012 - report pending from Xerox State Healthcare, DMAS’ contractor for DUR
services; and

e September 2012 — report pending from Xerox State Healthcare.

Providers and pharmacists can respond to the educational letters to formally acknowledge that
they received and reviewed the patient profile letter. Potential responses providers and
pharmacists can provide include:

¢ Aware of situation and no adjustment to current therapy is necessary at this time;

¢ Plan to discontinue medication(s);

s Information clinically useful and plan to alter treatment regimen for specified patient;
e Information clinically useful and plan to monitor or counsel specific patient;

» Plan to change dose;

o Information regarding patient or provider appears to be incorrect; or,

¢ Other (additional comments may be added by prescribers).

Seven months after the letters are mailed to providers and/or pharmacists, the DUR Board
conducts re-reviews based on claims data to assess whether providers and pharmacists accepted
recommended changes resulting in increased compliance to accepted treatment guidelines. Of
the 2,483 re-review profiles between January 2012 and July 2012, 1,564 (63 percent) showed
that their therapy had been changed or discontinued. The therapies changed or discontinued
during this period is higher than the 57 percent reported in the 2011 report.

A RetroDUR response rate is calculated by dividing the number of responses received by the
number of patient profile letters that were mailed. Between January 2012 and July 2012, 7006
letters were mailed to providers and pharmacists and 853 responded. This equates to a 12
percent RetroDUR response rate which is lower than the 16 percent rate reported in 2011.

Often the goal of the RetroDUR program is not to change the prescriber’s treatment pattern, but
rather to alert them to recent wamings or research findings pertaining to certain medications.
This 1s an informative program and it is up to the prescriber to determine the potential impact to
his/her patients, A change in therapy may not be warranted. The re-review change in therapy
rate does not accurately depict the impact of this program. Most of the prescribers responded



that they found the information useful and even though a change may not be necessary, they
planned to closely monitor the current treatment regimen. - L

2. Beers List Criteria

The 2003 Virgima General Assembly passed legislation that required DMAS to review its
elderly long-term care enrollees for imappropriate use of medications as defined by Dr. Mark
Beers. The Beers Criteria (or Beers List) provide a list of medications that are generally
considered inappropriate when given to elderly people because these medications may pose more
risks than benefits. For a wide vanety of reasons, the medications listed tend to cause side
effects m the elderly due to the physiologic changes associated with aging. Dr. Beers has
published several articles describing the inappropriate use of various medications in older adults.

With the implementation of Medicare Part D, Medicaid no longer covers the majority of the
medications on the “Beers List” for dual eligibles (Medicaid enrollees who are also Medicare
eligible). However, two major classes of drugs, benzodiazepimes and barbiturates (sedatives), are
excluded by Medicare, but are covered by Medicaid. Additionally, Medicare Part D does not
cover over-the-counter (OTC) medications.  Consequently, OTC medications, such as
antihistamines and decongestants, are included in the Beers criteria.

During the March 2012 meeting, the DUR Board retrospectively reviewed medications on the
“Beers List,” to evaluate the use of certain medications in elderly patients covered by Medlcald
Based on thelr review, the DUR Board d1scovered that:

e 44 percent of the interventions involved the use of benzodiazepines or barbiturates
that are inappropriate to use in older adults at any dosage;

o 38 percent of the interventions involved the use of benzodiazepines that are not
recommended in patients with certain medical conditions; and

e 7 percent involved the inappropriate use of the over-the-counter antihistamine,
diphenhydramine, as a sedative-hypnotic.

Inappropriate use of these medications can lead to prolonged sedation and an increased incidence
of falls and fractures in older adults. A re-review of the May 2011 Beers Criteria profiles was
conducted in February 2012. These profiles were for patients whose prescribers received letters
regarding the inappropriate use of benzodiazepines, barbiturates, and certain OTC medications in
older adults. Of the 584 profiles re-reviewed, 225 (39 percent) showed that their therapy had
been changed or discontinued.

3. Polypharmacy

Polypharmacy occurs when patients receive multiple prescriptions from multiple prescribers and
have their prescriptions filled at multiple pharmacies. Polypharmacy may occur when patients
lack a primary care physician and/or a single pharmacy to coordinate and optimize their
medication regimen. Polypharmacy can be problematic because 1t places patients at an increased
risk of adverse medication-related events. This 1s often seen in older adults because this segment



of the population often expertences the greatest number of co-morbid discases that require
multiple prescribers and medications.

DMAS has seen a decline in polypharmacy criteria violations since Medicare Part D (which
focused on older adults) was implemented. Polypharmacy, however, still exists 1n the remaiming
population and prescribers seem receptive to the information they receive.

During meetings in March, May, and August 2012, the DUR Board reviewed drug claims for
polypharmacy. There were 1,050 letters sent to prescribers regarding 398 patients for the July
2011 review. Of the original 398 patients, 295 (74%) were discontinued on therapy according to
the re- review in April 2012. In addition, there were 416 letters sent to prescribers concerning
189 patients for the January 2012 review, a total of 528 letters were sent to prescribers regarding
234 patients for the April 2012 review, and 588 letters were sent to prescribers for 303 patients
for the July 2012 review. The intent of the review was to evaluate patients: (1) who receive
- more than nine.unique prescriptions in a 34-day period, and (2) whose prescriptions were written
by 3 or more prescribers and filled at 3 or more pharmacies. Since the polypharmacy review was -
incorporated into the existing RetroDUR program in August 2005, approximately 20,000 patient
medication profiles have been reviewed for polypharmacy and a total of 3,619 intervention
letters have been sent to prescribers. '

V. COSTS AVOIDED AS A RESULT OF DRUG UTILIZATION REVIEWS

Drug uvtilization review programs should be viewed as a quality of care initiative rather than
actual cost containment programs. Drug ufilization review programs are valuable tools fo
monitor and guide healthcare management. Cost savings for drug utilization programs are
essentially cost avoidance figures. For example, as part of the ProDUR program, the savings on
a denied early refill claim is realized at point-of-sale, but is then lost if the patient returns the
following week at the proper time for his’her refill. As part of the RetroDUR program, if a
patient is no longer enrolled in Medicaid, the lack of drug usage is interpreted as a change in.
therapy and thus a cost savings. Therefore, use of such a calculation can lead to an inflated
estimate of savings because the therapy may not have actually been changed.

VI. PHARMACY LIAISON COMMITTEE (PLC) ACTIVITIES

The PLC is comprised of appointed members who meet periodically to discuss pertinent
Medicaid pharmacy issues and the impact on the pharmacy community. The PLC imcludes
representatives from: (1) long-term care pharmacies; (2) the Pharmaceutical Research and
Manufacturers Association (PhRMA); (3) the Virginia Association of Chain Drug Stores
(VACDS); and, (4) the Virginia Pharmacists Association (VPhA).

The PLC met on April 5 and October 11, 2012 to discuss proposals for the cost effective
delivery of pharmacy services. Topics discussed also included the impact of Federal Health Care
Reform and the expansion of managed Medicaid into far southwest Virginia effective July 1,
2012. In addition, DMAS staff provided updates on pharmacy initiatives recently implemented
mnchuding:



¢ Clinical edits for drugs not subject to Virginia’s Preferred Drug List with specific
indications or requirements for additional laboratory or genetic screenings. These drugs
include Jakafi® (ruxolitinib), Onfi® (clobazam), Promacta® (eltrombopag), Firazyr®
(icatibant), Xalkori® (crizotinib) and Zelboraf® (vemurafenib);

» Replacement pricing benchmark for average wholesale price (AWP);

e FEvaluafing the cost effectiveness of Virginia’s Specialty Maximum Allowable Cost
(SMAC) reimbursement methodology with respect to Virginia’s Estimated Acquisition
Cost (EAC) which 1s currently average wholesale price (AWP) — 13.1%; and

¢ Mandated provider enrollment with Medicaid.
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ATTACHMENT A

2012 Appropriations Act, Item 307 (M)

The Department of Medical Assistance Services shall implement continued enhancements fo the
prospective drug utilization review (pro-DUR) program. The Department shall continue the
Pharmacy Tiaison Committee and the pro-DUR Committee. The department shall continue to
work with the Pharmacy Liaison Committee to implement imtiatives for the promotion of cost-
effective services delivery as may be appropriate. The department shall report on Pharmacy
Liaison Committee’s and the pro-DUR Committee’s activities to the Board of Medical
Assistance Services and the Chairmen of the House Appropriations and Senate Finance
Committees, and the Department of Planning and Budget no later than December 15 of each year
of the biennium.



ATTACHMENT B

Virginia Department of Medical Assistance Services
Pharmacy Liaison Committee Members

Bill Hancock Long Term Care Pharmacy Coalition
Lauren Baldwin Virginia Association of Chain Drug Stores
Alexander M. Macauley Community Pharmacy (EPIC)

Pharmaceutical Research and Manufacturers of
Jan Burrus -

America

Tim Mussleman Virginia Pharmacists Association




ATTACHMENT C

Virginia Department of Medical Assistance Services
Drug Utilization Review Board Members

Randy Ferrance, Chairman Physician
Jane Settle, Vice Chair Nurse
Avtar Dhillon Physician
Cindy Fagan Nurse
Sandra Dawson Pharmacist
Jonathan Evans Physician
Bill Rock FPharmacist
Mary Basco Physician
Rhonda Bass Physician
Jamie Haight Pharmacist
Michele Thomas Pharmacist
Vacant Pharmacist
Vacant Pharmacist




