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Authorized By: Elizabeth Connolly, Acting Commissioner, Department of Human Services, and Cathleen D. Bennett, Commissioner, Department of Health.
 
Authority: N.J.S.A. 30:4D-17.18.e.
 
Agency Control Number: 17-PN-01.
 
Submit comments by September 1, 2017, to:
 
   Margaret M. Rose - Attn: SFY 2015 DURB Report
   Division of Medical Assistance and Health Services
   Office of Legal and Regulatory Affairs
   [page=1929] PO Box 712
   Trenton, NJ 08625-0712
   Fax: (609) 588-7343
   E-mail: Margaret.Rose@dhs.state.nj.us 
   Delivery: 6 Quakerbridge Plaza
   Mercerville, NJ 08619
 
   Take notice that this notice affords the public an opportunity to review and comment on the annual Drug Utilization Review Report, which describes the activities of the New Jersey Drug Utilization Review Board (NJDURB) for State Fiscal Year 2015 and its impact on the quality of care provided to beneficiaries participating in the State's pharmaceutical benefit programs.
 
   Take further notice that, as required by N.J.S.A. 30:4D-17.18.e. and in fulfillment of requirements established by the Federal Department of Health and Human Services, the following Drug Utilization Review Report is presented for public comment.
 
   The report contains a description of the activities and interventions of the NJDURB for State Fiscal Year 2015 and their impact on the quality of care provided to beneficiaries participating in the State's pharmaceutical benefit programs for the period beginning July 1, 2014 and ending June 30, 2015. The report also contains an assessment of annual costs and any and all recommendations of the Board.
Full text of the Drug Utilization Review Board Annual Report follows: 
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The NJDURB is a thirteen member board consisting of practicing practitioners and
pharmacists representing several major specialties. The Board meets quarterly in an
open public forum. The Board promotes patient safety through utilization
management tools and systems that interface with the FFS claims processing system:
conducts prospective screening of drug claims employing DUR  standards;
recommends DUR protocols for State approval: reviews MCO prior authorization
protocols: retrospectively examines claims data to identify patters of fraud. waste and
abuse; and annually reports to the Centers for Medicare and Medicaid Services (CMS)
regarding prescribing patters and DUR cost savings.

The Board will continue its responsibilities for DHS-administered FFS pharmacy
benefit programs.  These responsibilities include interventions that _involve
consultations with the patient and practitioner regarding drug utilization, including
possible severe drug-drug interactions; maximum daily dosage having been exceeded:
possible therapeutic duplication (the use of more than one drug in a specific drug
class): and situations where the recommended duration of use for a drug may have
been exceeded.

With NJFC managed care organizations assuming responsib
benefit, the role of the Board in a managed care environment |

utilization management strategies across all health benefit plans: ndvi
Department of Human Services regarding clinical criteria used by HMOS to prior
authorize preferred and non-preferred drugs; recommending PDUR edits for HMO
implementation to minimize over-expenditures for medically necessary drugs:
developing educational strategies designed to influence drug product selection in the
‘management of disease: and recommending protocols specific for high-cost drugs.

Updated information regarding the Board members, meeting schedule, DURB
educational newsletiers and annual reports may be found on the Board’s official

website at: www.nj.gov/humanservices/dmahs/boards/durb/

FFS Retrospective Drug Utilization Review (RDUR) is conducted on a beneficiary’s
drug claim history after medications have been dispensed. The process is useful to the
State and/or the prescriber for evaluating prescribing patterns.  Based on this
information. to assure continuous quality assurance, the Board s responsible for
performing certain educational outreach activities to bring about changes in these
pattemns to encourage clinically appropriate drug ilization.
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1V. Actions/Recommendations

ities in SFY 2015

n of oxycodone for prolonged periods in patients with
acute diagnosis. After analyzing further reports, the Board concluded that there may
not be inappropriate use for the relatively few identified patients. but could be related
to preseribers not updating patients” data with more current diagnosis. In other words,
patients previously diagnosed with acute diseases may have transitioned into more
chronic disease states. The Board recommended more follow up with prescribers when
diagnosis on file does not match patients” oxycodone regimen.

Low dose quetiapine (Seroquel®) review

The Board reviewed utilization of low-dose (<150 mg/day) quetiapine (Seroquel). The
reason for this review was a request by DMAHS for prior authorization of this product
due 10 suspicion of inappropriate use for insomnia or possible abuse. Reports indicated
26% of low-dose quetiapine users in 2012 and 2013 respectively. This compared very
closely to 24% and 26% in 2010 and 2011 respectively. The Board concluded that
there was no need for prior authorization and further action was not necessary.

Atrial fibrillation drugs tilization survey
The Board reviewed a survey summary on atrial fibrillation (a-fib) drugs utilized for

patients 65 years or older. The purpose of the survey was to determine the method in
which these drugs were used to maintain normal sinus rhythm — rate versus rhythm
control. Seventy-nine percent of responses 1o a follow up letter from the Board to
prescribers explaining that rate control was preferred over thythm control for patients
in this age group retumed with instructions to continue therapy as written. The Board
concluded that to be in line with best practice recommendations (rate control is more
appropriate for this population) it would be necessary to send another letter in about a
year as follow up if necessary.

Sofosbuvir/ledipasvir (Harvoni®) protocol

The Board reviewed and recommended a protocol for sofosbuvir/ledipasvir
(Harvoni®) a drug used for the treatment of chronic hepatitis C (CHC) infection in
adults with genotypes 1. 4. or 6. This protocol was done in collaboration with the
MCOs and is in line with guidelines established by the American Association for the
Study of Liver Diseases/Infectious Disease Society of America (IDSA). A case-by-
case review process will be in place in situations where medical necessity conflicts
with these guidelines/protocol. Working with the MCOs creates a more uniform
application of the process for all patients.

Ombitasvir, paritaprevir. itonavir and dasabuvir (Viekira®) protocol
The Board reviewed and approved a protocol for ombitasvir. paritaprevir, ritonavir
and dasabuvir (Viekira®), a drug indicated for the treatment of CHC infection i
adults with genotypes 1 or 4. including those with compensated cirrhos
protocol was also a joint project with the MCOs.
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Paliperidone palmitate (Invega T ) protocol

The Board reviewed and approved a protocol for paliperidone palmitate (Invega
Trinza®), a long-acting injectable atypical antipsychotic for the treatment of
schizophrenia. In accordance with the drug label, the Board recommended that
patients demonstrate tolerability to Invega Sustenna®, a onc-month form of
paliperidone palmitate, for at least four months prior to use of the 3-month Invega
Trinza®.

Protocols Reviewed:

“The Board reviewed and compared the PDUR protocols developed by five MCO plans
with those established by the NIFC FFS program. The goal was not to require the
same PDUR protocol for a drug but rather to better understand inconsistencies
between the protocols and achieve a consensus to recommend changes intended to
improve efficiencies related to implementing the protocols. The protocols reviewed
and the Boards recommendations/comments are listed in the table below:

Protocols Review

Protocol Recommendations

“Topical lidocaine (Lidoderm®)

Linezolid (Zyvox®)

The Board expressed concem aboul the wide
variation in these protocols. These concems were
addressed by the plan Pharmacy

Colony Stimulating Factors

No recommendation

“Anti-migraine agents

The Board expressed concern about the use of step
therapy by one of the plans. This was addressed by
the plan’s Pharmacy Director.

Erythropoietin Stimulating Agents

The Board recommended (hal monitoring _of
supplemental iron should be part of the protocol

Repository Corticotropin (Acthar Gel®)

No recommendations

Novel oral anticoagulants

No recommendation

Testosterone

“The Board inquired about the Tack of allowance for
use in breast cancer in the fee for service (
protocol. They were informed that exceptions were

made for cancer patients in most FFS protocols

‘The Board also reviews prior authorization denial reports provided by the FFS and
MCO plans, and continues to work with them to ensure that patients enrolled in these
plans are receiving quality care with little or no inhibitions. By reviewing and
comparing these reports, the Board indicates areas of concern or probable deficiencies.
and recommends remedial processes for the MCOs. The State is in the process of
implementing an innovative plan, referred to as the “Utilization Review and Quality
Managementof Encounter Claims”, designed to_integrate medical and pharmacy
encounters: to quantify the level of benefits: and to offer opportunities to communicate
with stakeholders. “The focus will include an assessment of the quality of care based
on evidence-based standards of healthcare. In particular, pharmacy encounters will be
processed through FFS point-of-sale edits to assess the effectiveness and efficiency of
managed care utilization management

The recommendations of the Board pertaining to MCO utilization management are
reviewed and subject to approval by the Commissioners of Health and Human
Services.
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B. Assessment of Costs

Dru

iz

n

‘The MEP approved 91,818 claims with dates of service between July 1, 2014 and June
30, 2015. The top five categories of drugs most often prior authorized include pain
medications, proton-pump inhibitors, anticonvulsants, atypical antipsychotics and
narcotic withdrawal agents (see Table A below). The top five categories of drugs
most often denied included proton-pump inhibitors, pain medications,
antiemetics/antivertigo drugs. anticonvulsants and beta adrenergic agents. Total denied
claims in this category were 17.580 (see Table B below). Other reasons for prior
authorization requests being denied were multiple prescribers: dosage and duration of
therapy above established DUR standards: clinical criteria not met: inappropriate
diagnosis: and other drug(s) causing a drug-drug interaction(s).

Table A
Top 5 Authorized Drug Categories Approved. Total 91.818

Tstimated Payment
Therapeutic Category (STC) Claim Count | Amount
Pain meds (H3A) 7.893 S 1189297
Proton pump inhibitors (D4T) 7.602 S 552969
Anticonvulsants (H4B) 581 S 508200
Atypical antipsychotics (H7T) 5447 S 1302616
Narcotic withdrawal agents (H3W) 2.758 S 830674
Table B
Top § Denied Drug Categories Denied. Total 17.580
Therapeutic Category (STC) _| Claim Count | Estimated Cost-Savings
Proton-pump inhibitors (D41) 3.763 s 155,805
Pain meds (H3A) 1854 S 246722
Antimetics/antivertigo (H6T) 748 s 57351
Anticonvulsants (H4B) 627 s 53341
Beta adrenergic agents (J5D) 445 s 25.952

The PDUR program offers the State resources needed to efficiently monitor drug
utilization. The program incorporates different sets of standards, including standards
for uniquely ng a drug or groups of drugs: minimum age: maximum age:
standards based on relationships between a claim’s reported metric quantity and its
days supply: and the ability to immediately deny or override claim denials with prior
authorization; or allow a 30-day supply of a drug to be dispensed to allow for
interventions with the prescriber to take place. The PDUR program prevents drug-
related problems and inappropriate drug utilization thereby protecting the patient
while preventing fraud, waste and abuse.
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C. Recommendations

With over 95% of NJFC beneficiaries now enrolled in managed care, the Division will
continue to work closely with its managed care partners to develop DUR standards
that accommodate the needs of those beneficiaries enrolled in managed care. Many of
these same standards will also apply to the remaining FFS population. The role of the
NJDURB will continue to ensure that medications provided FFS or by managed care
are prescribed to meet the medical necessity needs of our beneficiaries and are utilized
appropriately.

“The State is in the process of developing a project designed to measure how services
are being utilized by beneficiaries enrolled in managed care and to compare these
services to disease state protocols recommended by CMS. The project will integrate
medical and pharmacy services provided by managed care to quantify the level of
benefits: determine if those services provided by HMOs are consistent with
recommended protocols and to offer opportunities for communicating the findings to
stakeholders.

jons continue between Division staff and managed care to standardize the way
n is shared and to better understand the informational needs of managed
care organizations. The Division will continue to enhance the quality of encounter
claims received from managed care to better evaluate the utilization of healthcare
services.
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V. Acronyms
ADDP
DMAHS
DUR
DURB
HIV
MEP
NIDURB
orc

PA
PAAD
PDUR
POS

PPI
RDUR

SFY

AIDS Drug Distribution Program

Division of Medical Assistance and Health Services
Drug Utilization Review

Drug Utilization Review Board

‘Human Immunodeficiency Virus

Medical Es

ception Process

New Jersey Drug U

Over-the-Counter

Prior Authorization

Pharmaceutical Assistance to the Aged and Disabled
Prospective Drug Utilization Review

Point-of-Sale

Proton Pump Inhibitor
Retrospective Drug Utilization Review

State Fiscal Year
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VI Appendices
Appendix A
P.L. 1998, Chapter 41, approved June 30, 1998, as amended and supplemented

§30:4D-17.6. Defi

ions.

As used in this act:

“Beneficiary”
program,

means a person participating in a State pharmaceutical benefits

‘Board” means the Drug Utilization Review Board established pursuant to section 2 of
P.L1998, ¢. 41 (C30:4D-17.17a) in connection with State pharmaceutical benefits
programs.

“Compendia™ means those resources widely accepted by the medical professions in
the efficacious use of drugs which is based on, but not limited o, these sources: the
*American Hospital Formulary Services Drug Information,” the “U.S. Pharmacopeia-
Drug Information.” the “American Medical Association Drug Evaluation.” and the
peer-reviewed medical literature, and information provided from the manufacturers of
drug products.

“Criterion” means those explicit and predetermined clements that are used to assess or
measure drug use on an ongoing basis to determine if the use is appropriate, medically
necessary, and not likely to result in adverse medical outcomes.

“Department” means the Department of Human Services.

“Drug Interactions” means the occurrence when two or more drugs taken by a
recipient lead to clinically significant toxicity that is characteristic of one or any of the
drugs present or that leads to the interference with the effectiveness of one or any of
the drugs.

Dru
drug,

effect of a

disease contraindication” means the occurrence when the therapeuti
adversely altered by the presence of another disease or condition.

“Intervention” means a form of educational communication utilized by the Board with
a preseriber or pharmacist to inform about or to influence prescribing or dispensing
practices.

“Medicaid
seq.).

means the program established pursuant to P.L.1968, ¢. 413 (C.30:4D-1 et

“Over-utilization or under-utilization” means the use or non-use of a drug in quantities
such that the desired therapeutic goal s not achieved.

“PAAD” means the program of pharmaceutical assistance to the aged and disabled
established pursuant to P.L.1975, ¢. 194 (C.30:4D-20 et seq.).
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“Prescriber” means a person authorized by the appropriate State professional and
occupational licensing board to prescribe medications and devices,

“Prospective drug wtilization review” means that part of the drug utilization review
program that occurs before the drug is dispensed and is designed to screen for
potential drug therapy problems based on knowledge of the patient, the patient’s
continued drug use and the drug use criteria and standards developed by the board.

“Retrospective drug uilization review” means that part of the drug utiliza
program that assesses or measures drug use based on an historical review of drug data
against criteria and standards developed by the Board on an ongoing basi
professional input

“Standards” means the acceptable range of deviation from the criteria that reflects
Tocal medical practice and that is tested on the beneficiary database

“State pharmaceutical benefits program’ means the following programs: Medicaid,
PAAD, Senior Gold, the AIDS drug distribution program, and any other State and
Federally funded pharmaceutical benefits program.

“Therapeutic appropriatencss” means drug prescribing and dispensing based on
rational drug therapy that is consistent with the criteria and standards developed
pursuant to P.1.1993, ¢.16 (C.30:4D-17.16 et seq.) and section 2 of P.L.1998, c. 41
(C.30:4D-17.17a).

“Therapeutic duplication” means the prescribing and dispensing of the same drug or of
two or more drugs from the same therapeutic class when overlapping time periods of
s ibing or dispensing is not

TORY: L. 1993, c. 16, §1; amended 1998, c. 41, §1.

§30:4D-17.17a. Drug Utilization Review Board

a. There is established the Drug Utilization Review Board in the department to advi
the department on the implementation of a drug utilization review program pursuant to
P.L. 1993, ¢. 16 (C. 30:4D-17.16 et seq.) and this section. The board shall establish a
Senior Drug Utilization Review Committee to address the specific prescribing needs
of the elderly and an AIDS/HIV Drug Utilization Review Committee to address the
specific. prescribing needs of persons with AIDS/HIV, in addition to such other
commitiees as it deems necessary. It shall be the responsibility of each committee to
evaluate the specific prescribing needs of its beneficiary population, and to submit
recommendation to the board in regard thereto

‘The Board shall consist of 17 members, including the Commissioners of Human
Services and Health or their designees, who shall serve as nonvoting ex officio
members, and 15 public members. The public members shall be appointed by the
Govemnor with the advice and consent of the Senate. The appointments shall be made
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as follows: six persons licensed and actively engaged in the practice of medicine in
this State. including one who is a psychiatrist and at least two who specialize in
geriatric medicine and two who specialize in AIDS/HIV care. one of whom is a
pediatric  AIDS/HIV  specialist. four of whom shall be appointed upon the
recommendation of the Medical Society of New Jersey and two upon the
recommendation of the New Jersey Association of Osteopathic Physicians and
Surgeons: one person licensed as a physician in this State who is actively engaged in
academic medicine: four persons licensed in and actively practicing or teaching
pharmacy in this State, who shall be appointed from a list of pharmacists
recommended by the New Jersey Pharmacists Association, the New Jersey Council of
Chain Drug Stores, the Garden State Pharmacy Owners, Inc., the New Jersey Society
of Hospital Pharmacists. the Academy of Consultant Pharmacists and the College of
Pharmacy of Rutgers, The State University: one additional health care professional;
two persons certified as advanced practice nurses in this State, who shall be appointed
upon the recommendation of the New Jersey State Nurses Association; and one
member to be appointed upon the recommendation of the Pharmaceutical Research
and Manufacturers of America.

Each member of the board shall have expertise in the c
and dispensing of outpatient drugs.

y appropriate prescribing

b All appointments to the board shall be made no later than the 60" day after the
effective date of this act. The public members shall be appointed for two-year terms
and shall serve until a successor is appointed and qualified, and are eligible for
reappointment; except that of the public members first appointed. cight shall be
appointed for a term of two years and five for a term of one year.

cancies in the membership of the board shall be filled in the same manner as the
original appointments were made but for the unexpired term only. Members of the
board shall serve with compensation for the time and expenses incurred in the
performance of their duties as board members, as determined by the Commissioners of
Human Services and Health and Senior Services. and subject to the approval of the
Director of the Division of Budget and Accounting in the Department of the Treasury

d. The board shall select a chairman from among the public members. who shall serve
a one-year term, and a secretary. The chairman may serve consecutive terms. The
board shall adopt bylaws. The board shall meet at least quarterly and may meet at
other times at the call of the chairman. The board shall in all respects comply with the
provisions of the “Open Public Meetings Act,” P.L. 1975, ¢. 231 (C. 10:4-6 et seq.)
No motion to take any action by the board shall be valid except upon the affimative
vote of a majority of the authorized membership of the board.

e. The duties of the board shall include the development and application of the criteria
and standards to be used in retrospective and prospective drug utilization review. The
criteria_and standards shall be based on the compendia and developed with
professional input in a consensus fashion. There shall be provisions for timely
reassessments and revisions as necessary and provisions for input by persons acting as
patient advocates. The drug utilization review standards shall reflect the local
practices of prescribers, in order to monitor:
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(1) therapeutic appropriateness;

(2) over-utilization or under-utilization:
(3) therapeutic duplication;
(4) drug-discase contraindications;

(5) drug-drug interactior

(6) incorrect drug dosage:
(7) duration of drug treatment: and
(8) clinical drug abuse or misuse.

The board shall recommend to the department criteria for denials of claims and
establish standards for a medical exception process. The board shall also consider
relevant information provided by interested parties outside of the board and, if
appropriate, shall make revisions to the criteria and standards in a timely manner
based upon this information.

. The board, with the approval of the department, shall be responsible for the

development, selection, application, and assessment of interventions or remedial

strategies for prescribers, pharmacists and beneficiaries that are educational and not
 in nature to improve the quality of care, including;

(1) Information disseminated to prescribers and pharmacists to ensure that they
are aware of the duties and powers of the board;

(2) Written, oral or electronic reminders of patient-specific or drug-specific
information that are designed to ensure prescriber, pharmacist, and
beneficiary confidentiality, and suggested changes in the prescribing or
dispensing practices designed to improve the quality of care;

(3) The development of an educational program, using dta provided through
drugu n review as a part of active and ongoing educational outreach
activities to improve prescribing and dispensing practices as provided in
this section. These educational outreach activities shall include aceurate,
balanced and timely information about drugs and their effect on a patient.
If the board contracts with another entity to provide this program, that
entity shall publicly disclose any financial interest or benefit that acerues to
it from the products selected or used in this program;

(4) Use of face-to-face discussions between experts in drug therapy and the
prescriber or pharmacist who has been designated by the board for
educational intervention:

(5) Intensified reviews or monitoring of selected preseribers or pharmacists:
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(6) The timely evaluation of interventions to determine whether the
interventions have improved the quality of care; and

(7) The review of case profiles prior to the conducting of an intervention.

HISTORY: L. 1998, c. 41, §2; amended 2003, c. 262.

§ 30:4D-17.18. Responsibil
for:

of department The department shall be responsible

a. (Deleted by amendment, P.L.1998, c. 41).

b. The implementation of a drug utilization review program, subject to the
approval of the Commissioner of Health and Senior Services, to ensure that
prescriptions are appropriate. medically necessary, and not likely to result in
adverse medical outcomes, including the approval of the provisions of any
contractual agreement between the State pharmaceutical benefits program and
other entities processing and reviewing drug claims and profiles for the drug.
utilization review program.

‘The program shall include both retrospective and prospective drug wtilization review
Retrospective drug utilization review shall include an analysis of drug claims
processing data in order to identify patterns of fraud, abuse or gross overuse, an
inappropriate or medically unnecessary care, and to assess data on drug use against
standards that are based on the compendia and other sources. Prospective drug
utilization review shall include a review conducted by the pharmacist at the point-of-
sale.
c. (Deleted by amendment, P.L.1998, c. 41).

d. (Deleted by amendment, P.1.1998, c. 41).

¢. The submission of an annual report, which shall be subject to public comment
prior to its issuance, to the Federal Department of Health and Human Services
by December 1 of each year. The annual report shall also be submitted to the
‘Govemor, the Legislature, the New Jersey Pharmaceutical Association and the
Medical Society of New Jersey by December 1% of each year. The report shall
include the following informa

(1) An overview of the activities of the board and the drug utilization review
program;

(2) Interventions used and their ability to improve the quality of care; however,
this information shall not disclose the identities of individual prescribers,
pharmacists, or beneficiaries. but shall specify whether the intervention was a
result of under-utilization or over-utilization of drugs:

(3) The costs of administering the drug utlization review program;
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(4) Any cost impact to other areas of the State pharmaceutical benefits program
resulting from the drug uilization review program, such as hospitali
rates or changes in long-term care;

(5) A quantitative assessment of how drug utilization review has improved
beneficiaries” quality of car

(6) A review of the total number of prescriptions and medical exception requests
reviewed by drug therapeutic class:

(7) An assessment of the impact of the educational program established pursuant
to subsection f. of section 2 of P.L.1998. ¢4l (C30:4D-17.17) and
nterventions on prescribing or dispensing practices, total program costs.
quality of care and other pertinent patient pattems; and

(8) Recommendations for improvement of the drug utilization review program.

£ The development of a working agreement between the board and other boards
or agencies, including, but not limited to: the Board of Pharmacy of the State
of New Jersey and the State Board of Medical Examiners, in order to clarify

any overlapping areas of responsibility.

g The establishment of an appeal process for prescribers, pharmacists and
‘beneficiaries pursuant to P.1.1993, ¢.16 (C.30:4D-17.16 et seq) and section 2
of P.L.1998, ¢41 (C.30:4D-17.17).

h. The publication and dissemination of medically correct and balance
educational information 10 prescribers and pharmacists to identify and reduce
the frequency of pattems of fraud, abuse, gross overus:
medically unnecessary care among prescribers, pharma
including;

(1) potential or actual reactions to drugs;

(2) therapeutic appropriateness;
(3) over-utilization or under-utilization:

(4) appropriate use of generic drugs:

(5) therapeutic duplication:

(6) drug-disease contraindications;

(7) drug-drug interactions;

(8) incorrect drug dosage or duration of drug treatment;
(9) drug allergy interactions: and

(10) clinical abuse or misuse.
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i the development and publication, with the input of the Board of Pharmacy of
the State of New Jersey, of the guidelines to be used by pharmacists, including
mail order pharm: their counseling of beneficiaries.

s

j. The adoption and implementation of procedures designed o ensure the
confidentiality of any information collected, stored, retrieved, assessed, or
analyzed by the board, staff to the board, or contractors to the drug utilization
review program, that identifies individual prescribers, pharmacists, or
beneficiaries. The board may have access to identifying information for
purposes of carrying out intervention activities, but the identifying information
may not be released to anyone other than a member of the board, except that
the board may release cumulative non-identifying information for purposes of
legitimate research. The improper release of information in violation of this
act may subject that person to criminal or civil penalties

s under 42

k. The determination of whether nursing o long-term care fag
CFR 483.60 are exempt from the provisions of this act.

1. The establishment of a medical exception process by regulation.
m. The provision of such staff and other resource as the board requires.

HISTORY: L. 1993, c. 16, § 3; amended 1998, c. 41,§ 3.

8. Rules, regulations

‘The Commissioner of Human Services. pursuant to the “Administrative Procedure
Act” P.L.196S, c. 410 (C.52:14B-1 et seq.). and subject 1o the approval of the
Commissioner of Health and Senior Services as appropriate, shall adopt rules and
regulation to effectuate the purposes of P.L1993, c. 16 (C.30:4D-17.16 et seq.) and
section 2 of P.L.1998, c. 41 (C.30:4D-17.17a); except that, notwithstanding any
provision of P.L.1968, . 410 (C.52.14B-1 et seq.) to the contrary, the Commissioner
of Human Services. subject to the approval of the Commissioner of Health, may
adopt, immediately upon filing with the Office of Administrative Law. such
regulations as the commissioner deems necessary 1o implement the provisions of
P.L.1993. c. 16 (C.30.4D-17.16 et seq.) and section 2 of P.L.1998, c. 41 (C30:4D-
17.17a), which shall be effective for a period not to exceed six months and may
thereafler be amended. adopted, or re-adopted by the Commissioner of Human
Services, subject to the approval of the Commissioner of Health, in accordance with
the requirements of P.L.1968, c. 410 (C.52:14B-1 et seq..

HISTORY: L. 1998, ¢. 41, § 4.
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Appendix B
Molina Medicaid Solutions Cost Avoidance Reports

Claims represented in this report did not reappear for future payment and are considered an
avoidance of inappropriate expenditures

July 2014 - June 2015

EDIT ADDP [GA [SR. FFS PAAD | GRAND TOTAL
GOLD.
403 55,664 52,686 $28.656__| 5101,763
401 1616 5743 11,552 | 5157340
405 S37170 532 [$3523 [ S231.642 | 27,030 | 319,417
407 SI8.931 5204 5133975 [ 53369 | 5156479
a7 SI15.717 S6245__[$274,562 | $39215 | $335.739
7 88 594 52,521 SI83 52.886
449 $7.769 §7.769
537 $3.879 S1221_[$246625 | S14350 | $269.075
577 5340 5440
869 5761 53384 52465 | 56610
916 553,301 529199 [S119.896 | $231.873 | $434.269
2007 SILOS5.446 [ 5240 | $53.911 | 95,763,191 | $528.971 | $7.431,759
2021 S4 El
2038 899,854 $5362 | S1497.280 | $39.603 | 52,442,099
2046 S3.481 B $52168 | 9074 | 566,185
2047 S13.631 5251 S119.149 [ 51234 | 5164.265
2085 S4a1 5253 S14950 [S1,692 | 517.336
2100 5769461 §769.461
2111 56,903 56,903
Grand Total | 52,169,980 | S721 | S104245 | $9,471,666 | 940,187 | 512,686,799

* Cost savings identified in this report reflect costs for DUR claims denied by a DUR edit for which no
future pid clims were idenified for the 60 day period following the date of denial
» This report has been unduplicated by claim and edit
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11 Executive Summary

In accordance with Public Law 1998, chapter 41, the State of New Jersey Department
of Human Services and the Department of Health are required by December 1% of
each calendar year to provide an annual report, with copies to the United States
Department of Health and Human Services, the Govemor, the Legislature, the New
Jersey Pharmacists Association and the Medical Society of New Jersey. The report
includes a description of drug wtilization review (DUR) highlights and opportunities
identified by the New Jersey Drug Utilization Review Board (NJDURB) for the period
beginning July 1. 2014 and ending June 30. 2015.

Please note that requirements for the Drug Utilization Review (DUR) annual report
submitied to the United States Department of Health and Human Services by the New
Jersey Division of Medical Assistance and Health Services (DMAHS) differ from
those indicated by Public Law 1998, chapter 41 (Appendix A). Information included
in this annual report will serve as input for the federal DUR report

The NJDURB met quarterly during State Fiscal Year (SFY) 2015. The Board
reviewed and discussed drug utilization data for a number of different drug classes. as
well as individual drugs of interest. Several prior authorization/clinical initiatives and
outcomes were reviewed. The NJDURB spent $8511.90 in SFY 2015,

As part of the Prospective Drug Utilization Review (PDUR) process (a process that
allows  interventions by the State prior to a medication being dispensed by a
pharmacy), recommendations made by the NJDURB are intended to prevent adverse
drug events and the overutilization/underutilization of medications protecting the
patient and preventing fraud, waste and abuse. These interventions offer pharmacists
additional information and the opportunity to consult with patients and prescribers.
The PDUR program has clearly demonstrated its ability to influence, and in some
cases, dramatically change preseribing pattems ultimately encouraging appropriate
drug utilization; improved health outcomes: and the avoidance of unnecessary drug

An estimated $12.689.798 in total drug expenditures was cost avoided by the
administration of a Medical Exception Process (MEP). The MEP is a prior
authorization process based on clinical standards related to pharmaceutical care. The
estimated cost savings is based on a review of drug utilization during the sixty-day
period immediately following the denial of a pharmacy service due to a PDUR
intervention.  An estimated $9.472.388 in drug expenditures was cost-avoided by
Medicaid; an estimated $3,217,411 in expenditures was cost-avoided by pharmacy
benefit programs administered by the New Jersey Department of Health: and an
estimated $722 in expenditures was cost-avoided by the Work First NJ pharmacy
benefit program. “The MEP is tailored to meet the individual authorization needs of
cach State-sponsored pharmacy benefit program.

The savings are a value-added benefit resulting from the PDUR process. The State
created PDUR edits, such as drug-drug interactions. duplication of drug therapies: and
maximum daily doses to_identify possible conflicts and to ultimately encourage
appropriate prescribing and/or drug utilization.
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‘The cost of administering the MEP through Molina Medicaid Solutions for the period
of July 1, 2014 through June 30, 2015 was $4,265.314.60.

1L Background

‘The NIDURB is responsible for reviewing and recommending drug utilization review
protocols for medications provided by Medicaid (now referred to as NI FamilyCare
(NJFC) and the additional New Jersey Department of Human Services' pharmacy
benefit programs, including the Pharmaceutical Assistance to the Aged and Disabled
(PAAD) Program, the Senior Gold Prescription Discount (Senior Gold) Program, as
well as the Aids Drug Distribution Program (ADDP) under the Department of Health.

Effective July 1, 2011, managed care organizations (MCOs) particip
became responsible for coverage and reimbursement for pharmacy benefits. with the
exception of methadone prescribed for the treatment of substance use disorders. On
July 1, 2014, DMAHS transitioned coverage responsibilities, including drugs, for
long-term services and supports from NJFC FFS to the NJFC managed care program.
hese operational changes essentialy completed the transiion from FFS to managed
ot responsibilities for the NJFC pharmacy benefit.
clude medications dispensed to long-term-care or
ies transitioning to managed care: and certain

State institutional clients: benefi
high-cost drugs carved out of the managed care contract, including, but not limited to
drugs used to treat hemophilia, HIV, angioedema, and Pompe Disease.

The Medicaid managed care contract requires that MCOs establish and maintain a
DUR program that satisfies the minimum requirements for PDUR and RDUR
described in Section 1927(g) of the SSA, as amended by OBRA 1990. The PDUR
and RDUR standards established by the MCO are to be consistent with standards
established by the NIDURB. These standards include therapeuts on. drug-
drug interactions, maximum daily dosage and therapy duration. In addition. the Board
works with the MCOs to develop measures of consistency among DUR protocols used
o prior authorize prescription drugs.

The recommendations of the Board pertaining to NJFC FES and MCO utilization
management, as well as pharmacy benefit programs administered by the Department
of Health, are reviewed and subject to approval by the Commissioners of Health and
Human Services.

The FFS claim adjudication process monitored PDUR conflicts including, but not
limited to severe drug-drug interactions, therapeutic duplication, duration of therapy
and maximum daily dosage. Critical to our FFS PDUR program is the State’s Medical
Exception Process (MEP). A mentioned earlier, the MEP is a prior authorization
process which functions within the framework of DUR standards recommended by the
NIDURB and approved by the Commissioners of Health and Human Services. The
MEP is a clinically-based DUR process that does not influence prescription drug
selection made by prescribers. Instead. the MEP utilizes prior authorization as a tool
1o determine if medications are being prescribed properly and derives cost savings by
ensuring that prescribed medications are clinically appropriate and properly utilized.





