


























Prescription Drug Program

What Additional Ingredients Are Reimbursable in
Compounds?

. Bulk chemicals which are active ingredients and are considered non-drug items when
used outside of a compound.

. Vehicles or suspending agents necessary for the completion of the compound.

HRSA reimburses for compounding ingredients from the following chemical supply companies
who have not signed Federal Rebate agreements:

Labeler Code Company
00395 Humco Labs
00802 Emerson Labs
10106 J T Baker
17317 Amend
49452 A-A Spectrum

Note: Other chemical suppliers’ products are reimbursable only if they have
been reported to HRSA'’s current drug file contractor with a valid 11-digit
national drug code (NDC) and the manufacturer has signed a Federal Rebate
agreement.

Is Authorization Required to Compound Prescriptions?
[Refer to WAC 388-530-7150(5)(b and c)]

No. HRSA does not require authorization to compound prescriptions.

Individual ingredients requiring authorization still require authorization when used in a
compound, except as previously noted.

The need for authorization of any single ingredient within a compound will cause the entire
compound claim to reject until authorized, but only the individual ingredient actually requires
authorization.
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Prescription Drug Program
Billing for Compounded Prescriptions
[Refer to WAC 388-530-7150(4) and (5)]

. Pharmacies must bill each ingredient used in compounded prescriptions using the 11-
digit NDC for each ingredient.

. Bill the appropriate quantity used for each ingredient on one claim. Do not bill the
combined total quantity.

. HRSA pays a dispensing fee for each payable ingredient. HRSA does not pay separate
fees for compounding time or preparation fees.

Note: If a compound is rejected, pharmacies may elect to accept reimbursement
for any payable ingredient within the compound by entering an “8” in the
Submission Clarification Code field (420-DK).

BILLING

Hard copy billers must:

. Complete the Pharmacy Statement [DSHS 13-714], using Section 1 for
information regarding the entire compound.

. Enter National Drug Code of “00000-0000-00" in Section 1, and individual
ingredient NDCs in Section 3.

. Enter “Compound Prescription” in the Justification/Comments field.

. Do not complete Section 2. Only one compound may be billed per claim form.

Point-of-Sale billers must:

) Enter a Compound Code (field 406-D6) of 2 in the Claim Segment;
o Enter a Product/Service ID Qualifier (436-E1) of 03 in the Claim Segment;
) Enter a Product/Service ID (407-D7) of “00000-0000-00" in the Claim Segment;
. Enter the separate ingredient details using the Compound Segment.
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Prescription Drug Program

Special Programs/Services

Smoking Cessation
Client Eligibility
HRSA'’s Smoking Cessation program includes all eligible DSHS clients who meet the coverage

requirements. Smoking cessation is not a covered benefit for clients eligible under the Family
Planning Only, TAKE CHARGE, or Alien Emergency Medical programs.

Coverage Requirements

DSHS covers:

. Over-the-counter drugs, without a prescription, to promote smoking cessation only
when the client meets the following requirements:

v 18 years of age or older; and
v Participating in a DSHS-approved smoking cessation program.

. Prescription drugs to promote smoking cessation, only when the client meets the
following requirements:

v 18 years of age or older; and
v Participating in a DSHS-approved smoking cessation program.

HRSA covers the following smoking cessation drugs:

Nicotine gum;

Nicotine Transdermal Patches;
Bupropion SR (Zyban®); and
Chantix® (varenicline tartrate).

HRSA does not allow combinations within or across smoking cessation drug types.

Note: The only smoking cessation drug that HRSA will cover for pregnant
women is bupropion SR (Zyban®). HRSA will cover this drug for up to 11
months per client.
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Prescription Drug Program

Coverage Limitations and Restrictions

HRSA'’s limitations and restrictions for smoking cessation drugs are as follows:

. The required use of Free & Clear Inc. behavior modification for all smoking cessation
drug therapy. You may contact Free & Clear Inc. toll-free at: 1-800-QUIT NOW (1-800-
784-8669).

. Limiting all smoking cessation drugs to 12 weeks per year, per client, except bupropion

SR (Zyban®) for pregnant women.

. HRSA will authorize bupropion SR (Zyban®) only if a client does not have a history of
seizures or Bipolar Disorder.

. HRSA will authorize Chantix® (varenicline tartrate) only if the client does not have a
history of neuropsychiatric symptoms and dosage reductions are based on renal
clearance.

Nicotine Replacement Therapy (NRT)

HRSA contracts with Free & Clear Inc. to provide the nicotine replacement therapy (NRT) only
as follows:

No pregnant women are allowed on NRT;

. No combination within NRT delivery systems or in combination with prescription
smoking cessation drugs is allowed,;

. NRT coverage includes only transdermal patches and gum;
NRT must be in conjunction with behavioral modification; and

. NRT is limited to 12 weeks per year, per client.

(Rev. 09/19/2008)(Eff. 10/20/2008) -F.2- Compound Prescriptions

# Memo 08-55 Changes are highlighted




Prescription Drug Program

Smoking Cessation for Pregnant Women
[Refer to WAC 388-533-0400 (20)]

HRSA pays eligible providers for including tobacco cessation counseling as part of an ante
partum care visit or a post pregnancy office visit (which must take place within two months
following live birth, miscarriage, fetal death, or pregnancy termination).

A provider may prescribe pharmacotherapy for tobacco cessation for a client when the provider
considers the treatment appropriate for the client. Bupropion SR (Zyban®) is the only drug that
HRSA reimburses for tobacco cessation for pregnant women, and only under the following
conditions:

. Must be prescribed by a physician, advanced registered nurse practitioner (ARNP), or
physician assistant (PA);

. The client must be 18 years of age or older;

. The pharmacy provider must obtain authorization from HRSA when filling the
prescription for pharmacotherapy; and

. The prescribing provider must include both of the following on the client’s prescription:
v The client’s estimated or actual delivery date; and
v Indicate that the client is participating in tobacco cessation counseling.

To obtain authorization for bupropion SR (Zyban®), pharmacy providers must:

v Fax a request for authorization to (360) 725-2141; or
v Call 1-800-848-2842, option 2.
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Prescription Drug Program

Clozaril/Clozapine and Related Services

HRSA reimburses pharmacists for Clozaril/Clozapine plus pays a dispensing fee. Bill
Clozaril/Clozapine using the appropriate national drug code (NDC) on either the Point-of-Sale
(POS) system or the Pharmacy Statement [DSHS 13-714]. This form is available for electronic
download at: http://www1.dshs.wa.gov/msa/forms/eforms.html (see Important Contacts for more
information).

Any licensed or registered pharmacist with clinical experience in monitoring patient mental and
health status may provide and bill for case coordination (medication management) for clients
receiving Clozaril/Clozapine.

Persons providing case coordination serve as a focal point for the client’s Clozaril/Clozapine
therapy. All services must be documented and are subject to quality assurance review. When
providing case coordination, providers must:

. Coordinate a plan of care with the client or the client’s caregiver, the prescriber, and the
pharmacy;

o Assure services are provided to the client as specified in the plan of care;

. Assure blood samples are drawn according to Food and Drug Administration (FDA)
labeling, blood counts are within normal range, and client is compliant with plan of care;

. Follow-up with the client on missed medical appointments;

. Maintain detailed, individual client records to document progress;

. Provide feedback to the prescriber on the client’s progress, immediately report abnormal
blood counts, and client noncompliance; and

. Assure smooth transition to a new case coordinator, when necessary.

Use the following procedure codes to bill for Clozaril/Clozapine related services on an approved
professional services claim form (e.g., paper 1500 claim form; electronic 1500 claim form; or
electronic 837-P claim form):

Procedure Code Description Reimbursement
36415 Routine Venipuncture Per the Resource-Based Relative Value
Scale (RBRVS) fee schedule
90862 Case Coordination $10 per week, per client
85022" Complete Blood Count (CBC) | Per RBRVS fee schedule

Note: Due to close monitoring requirements, HRSA allows up to five (5) fills per
month.

Current Procedural Terminology © 2007 American Medical Association. All Rights Reserved.
CPT? is a trademark of the American Medical Association.

! Can be billed by CLIA certified laboratories only.
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Emergency Contraceptive Pills (ECP)

HRSA reimburses for emergency contractive pills (ECP) through the POS system for female
clients in eligible programs as follows:

. Clients age 17 and younger must have a prescription for ECP.
. Clients age 18 and older do not need a prescription for ECP.

To receive reimbursement, pharmacies must bill HRSA fee-for-service (FFS) using the specific
NDC and Prescriber ID number 5123456787. It is common practice to dispense two packages at
a time, especially for clients using barrier contraceptive methods. Pharmacies are instructed to
dispense the quantity requested by the client. Pharmacies that are members of, or subcontract
with, managed care plans and are serving a managed care client must bill the prescription cost to
the plan. HRSA reimburses pharmacists for ECP plus pays a dispensing fee. Bill for ECP using
the appropriate NDC.

Emergency Contraception (EC) Counseling

When a pharmacist with an EC protocol approved by the Board of Pharmacy prescribes ECPs,
the pharmacy may bill HRSA for the counseling portion.

Pharmacists performing EC counseling must ensure that a copy of the pharmacist’s current
approved protocol certificate from the Board of Pharmacy is on file at the pharmacy where the
service was performed. Performing EC Counseling without a current approved protocol is
subject to sanction by the Board of Pharmacy. Billing HRSA for EC Counseling without a
current, approved protocol on file is subject to recoupment of payment

The counseling is a service-related item, not a drug, and must be billed on an approved
professional services claim form (e.g., paper 1500 Claim Form, electronic 1500 Claim Form, or
electronic 837-P claim form).
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BILLING ON A 1500 Claim Form

The pharmacy must use its HRSA-assigned provider number (beginning
with a “6”) when billing professional services, not the NCPDP number.

If the pharmacist performing EC Counseling has an individual DSHS
provider ID, enter it as the prescribing provider number in field 17a.
Otherwise enter 9777707 as the prescribing provider number in field 17a.
Enter the diagnosis code V25.09 (contraceptive management) in field 24E.
Use the following procedure code and modifier to bill for EC counseling:

Maximum Allowable

Procedure Code | Modifier Description Fee
99605 FP EC Counseling $13.50
Anti-emetics

Pharmacists with prescriptive authority for emergency contraceptive pills may prescribe and bill
for selected anti-emetics only when these drugs are dispensed in conjunction with ECPs. HRSA
reimburses the following only when they are prescribed and dispensed in the strength/dose form

listed:

Meclizine hydrochloride
Diphenhydramine hydrochloride
Dimenhydrinate

Promethazine hydrochloride

Metoclopramide
Prochlorperazine

25 mg tablets

25 mg tablets/capsules

50 mg tablets

25 mg tablets or 25 mg suppository
5 mg, 10 mg tablets

25 mg suppository
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Prescription Drug Program
Patient Review and Coordination (PRC) Program
[Refer to WAC 388-501-0135]

PRC is a health and safety program for FFS and managed care clients needing help in the
appropriate use of medical services.

Clients assigned to the PRC program are identified with an “X” in the Restricted column of the
client’s Medical ID Card.

A client in the PRC program may be restricted to any of the following:

3 Primary care provider (PCP);

. Narcotic prescriber;

. Pharmacy;

. Hospital (for non-emergency medical services); or

. Another qualified provider type, as determined by HRSA or managed care organization

(MCO) staff on a case-by-case basis.

Below is a flow chart explaining how PRC assignment works:

Assignment in the PRC program is for an initial period of 2
wedrs. After 2 years, a review is conducted to determine if the
restriction will be lifted.

If yes
[Clientis no longer on the} If n'|:|'

PRC program. J

Clientstays on the PRC program for another 2 wears. After2
wedrs, a review is conducted to determine if the restriction will
be lifted.

If yes

Clientis no langer on the} If n'D
PRC program. J

Clientstays on the PRC pragram for another 5 years. All
further restriction periods are for an additional § years.
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Prescription Drug Program

PRC criteria:

. Any two or more of the following conditions occurred in a period of 90 calendar days.
The client or enrollee:

v Received services from four or more different providers, including physicians,
ARNPs, and PAs;

v Had prescriptions filled by four or more different pharmacies;
v Received 10 or more prescriptions;
v Had prescriptions written by four or more different prescribers;
v Received similar services from two or more providers in the same day; or
v Had 10 or more office visits.
-OR-
. Any one of the following occurred within a period of 90 calendar days. The client or
enrollee has:
v Made two or more emergency department visits;
v A medical history that indicates “at-risk” utilization patterns;
v Made repeated and documented efforts to seek health services that are not

medically necessary; or

v Been counseled at least once by a health care provider or an HRSA or MCO staff
member, with clinical oversight, about the appropriate use of health care services.

-OR-
. The client or enrollee received prescriptions for scheduled drugs from two or more
different prescribers in any month.
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Prescription Drug Program

What is the pharmacy’s role in the PRC Program?

The assigned pharmacy is a key player in managing the client’s prescriptions. The pharmacist
will be able to alert the client’s primary care physician (PCP), narcotic prescriber, or HRSA’s
PRC staff of misuse or potential problems with the client’s prescriptions.

Since pharmaceuticals are an HRSA-covered service, please do not accept cash from clients
except for drugs not covered by HRSA per WAC 388-502-0160.

A major focus of the PRC Program is education. Educating the client on appropriate use of
prescriptions, drug interactions, importance of maintaining one PCP and pharmacy to manage
and monitor one’s care are key elements in helping the client appropriately utilize services.

Clients who have been in the PRC program have shown a 33% decrease in emergency room use,
a 37% decrease in physician visits, and a 24% decrease in the number of prescriptions.

What happens if a restricted client goes to a non-assigned pharmacy?

If a restricted client goes to a non-assigned pharmacy, the POS system will reject the claim. In
the case of a non-emergency situation, the client should be referred back to their assigned
pharmacy.

Washington State has the “prudent layman’s” law, in which clients can go to the emergency
room if they think they have a problem and must be seen by the emergency room staff. However,
emergency room prescriptions cannot be overridden in the POS system by a non-assigned PRC
pharmacy. In this situation, the pharmacist may:

Call the PRC referral line during regular business hours (Monday-Friday, 8 a.m. -5 p.m.) at
(360) 725-1780 to request an override.

At their discretion in an emergency situation, the pharmacist may fill all medications except
scheduled drugs, unless verification is made with the prescriber that there is a legitimate medical
necessity. Justification for the emergency fill must be provided to the PRC Program the next
business day in order for an override to be completed.

For more information, or to report over-utilization of services, contact:

Patient Review and Coordination (PRC) Program

PO Box 45532

Olympia, Washington 98504-5532

Phone: 1-800-794-4360, ext. 51780 or (360) 725-1780
FAX: (360) 725-1969

Web Site: http://maa.dshs.wa.qov/PRR
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Vaccines and VVaccine Administration Fees

o HRSA reimburses qualified pharmacists for the administration of all HRSA-covered
vaccines for clients on eligible programs.

. HRSA does not reimburse for any vaccine available free from the Department of Health
(DOH).
o Pneumonia and influenza vaccines for adults (19 years of age and older) are reimbursed

through the POS system only.

Note: Flu vaccine will be reimbursed only when administered during the flu season, as
established by DOH.

. All covered vaccines other than pneumonia and influenza must be billed on the 1500
Claim Form.
. Administration fees must be billed on the 1500 Claim Form (including pneumonia and

influenza for clients age 18 and under). The POS does not have the capability to
reimburse for professional services other than dispensing fees.

Clients Age 18 and Younger

HRSA pays only the administration fee for any vaccine available at no cost from DOH through
the Universal Vaccine Distribution program and the Federal Vaccines for Children program.

How to Check Which Vaccines are Covered and if They are Available Free
From DOH

To check which vaccines are “free from DOH” refer to the Injectable Drug Fee Schedule at:
http://maa.dshs.wa.gov/RBRVS/Index.html 2007.

Billing for the Administration of a VVaccine Available Free From DOH

Bill for the administration of these vaccine(s) with the appropriate procedure code for the vaccine
and use modifier SL (e.g. 90707 SL).
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Billing for Vaccines That are NOT Free From DOH

. Bill for the cost of the vaccine with the appropriate procedure code for the vaccine.

. Bill for the vaccine administration using CPT codes 90471 (first vaccination) and 90472
(additional vaccinations). HRSA limits reimbursement to a maximum of one unit of
90471 and one unit of 90472 per client, for the same date of service.

. The administration codes must be billed on the same claim as the procedure code for the
vaccine.
o DO NOT use modifier SL with these vaccines.

Reimbursement for Influenza and Pneumonia Vaccine

Pharmacists must bill for flu and pneumonia vaccines for clients age 19 and older with national drug
codes (NDCs) through the Point-of-Sale (POS) system, and for the administration on the 1500 Claim
Form as follows:

Billing for Vaccine Administration

HRSA pays pharmacists for administering influenza and pneumonia vaccinations only if they
have an immunization collaborative practice protocol on file with the Washington State
Department of Health (DOH), State Board of Pharmacy.

Maximum Allowable
HCPCS Code Description Fee
G0008 Administration of influenza virus vaccine | $11.47
G0009 Administration of pneumococcal vaccine | $11.47

HRSA pays for HCPCS codes G0008 and G0009 (administration codes) only when billed with
place of service 01 (pharmacy).

Bill HRSA for the vaccine administration using only an approved professional services claim
form (e.g., paper 1500 claim form; electronic 1500 claim form; or electronic 837-P claim form).
Vaccine administrations cannot be billed through the pharmacy POS system.

Please note: When billing on the 1500 claim form, use the 7-digit DSHS
pharmacy provider number — do not use the NCPDP number. Continue to bill the
influenza or pneumonia vaccine itself through the POS system using the NDC.
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Reimbursement for GARDASIL®

HRSA reimburses for GARDASIL® (Human Papillomavirus [Types 6,11,16,18] Recombinant
Vaccine) when providers bill with CPT code 90649 (GARDASIL®)(H papilloma vacc 3 dose
im) in the following manner:

For clients age 9-18:

Because GARDASIL® is available free from DOH for these clients, HRSA pays only for the
administration of the vaccine and not the vaccine itself. Bill for the administration of
GARDASIL® using CPT code 90649 and modifier SL.

For clients age 19 and 20:

. Bill HRSA for the cost of GARDASIL® using CPT code 90649. DO NOT use modifier
SL when billing for the vaccine. Reimbursement is according to HRSA’s maximum
allowable fee schedule.

. Bill for the administration using CPT codes 90471 (one unit).
. Providers must bill administration codes on the same claim as the procedure code for the
vaccine.

\ Please note: HRSA will not reimburse GARDASILe for any other age group.

HRSA pays for GARDASIL® only when clients are on eligible DSHS programs.
Clients on the TAKE CHARGE, Family Planning Only, and the Alien Emergency Medical
(AEM) programs are not eligible for this service.
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Pre-filling Syringes

Prescription Drug Program

Fees for pre-filling syringes may be billed on an approved professional services claim form (e.qg.,
paper 1500 Claim Form; electronic 1500 Claim Form; or electronic 837-P claim form). These

fees are not billable on POS.

. Each unit billed must be for a two-week supply;
. The maximum number of units allowed per month is three; and
. Use the following procedure code:
Description Procedure Maximum
Code Allowable
Pharmacy compounding and dispensing S9430 $10.00 per unit

services (to be used for pre-filling
syringes)

1500 Claim Form.

Note: If additional fills are necessary for dose adjustment, indicate the comment
“Dose adjustment required” in field 19 (Reserved for Local Use field) of the

If additional fills are necessary due to multiple prescriptions/types, indicate the
comment, “Multiple prescriptions/types required” in field 19 (Reserved for
Local Use field) of the 1500 Claim Form.

If an emergency fill is necessary resulting in less than a two-week supply, indicate
the comment “Emergency fill” in field 19 of the 1500 Claim Form.
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Special Drug Initiatives, Projects, and Services
HRSA has developed targeted drug initiatives to:

. Guide appropriate drug therapy;
. Improve therapeutic outcomes; and
J Improve the quality of life for HRSA clients.

HRSA has specific services that:

Help identify potentially dangerous drug therapy;
Reduce duplication of therapy;

Reduce poly-prescribing; and

Assist providers in complex clinical decision-making.

Examples of these services are described below:

ADHD (Attention Deficit Hyperactivity Disorder) Drug Initiatives

HRSA promotes the safe and effective use of ADHD medication in children. Specific areas
include the use of medication in children less than five years of age and appropriate dosing limits
in the prescribing of these medications. HRSA’s ADHD program helps safeguard clients
receiving ADHD drugs when:

o The clients are less than five years of age; or

. The dose exceeds the recommended maximum dosage limits or when drug combinations
are prescribed outside the guidelines established by the statewide Mental Health
Stakeholders Workgroup in 2006.

Safety Edit - AGE
Age Less than Five Years

ADHD medications prescribed for children less than five years of age require authorization and
an HRSA-approved second opinion. When the patient is already taking the ADHD drug, HRSA
will authorize continuation for 90 days while the second opinion is taking place. Prescribers of
new ADHD prescriptions for children less than five years old are required to obtain the HRSA-
approved second opinion prior to submitting an authorization request to HRSA. The Second
Opinion Network Provider List is available at http://maa.dshs.wa.gov/pharmacy/News.html.
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Safety Edit - DOSAGE

Dosing limits for ages five and older:

. Adult and child dosing greater than the following requires review:

Drug Class Form Dosage Limitation
Daytrana® 30mg per day for clients See Dosage
transdermal patch unable to take oral

. _ medications
Methylphenidates: Long acting forms | 120mg per day as a single | Total of 120mg per
daily dose day across long and
All other forms 120 mg per day short acting forms
Long acting forms 60 mg per day as a single | Total of 60mg per
Dexmethylphenidate: daily dose day across long and
All other forms 60mg per day short acting forms
Vyvanse® 70 mg per day as a single See Dosage
daily dose
Amphetamines: Long acting forms 60mg per day as a single | Total of 60mg per
daily dose day across long and
All other forms 60mg per day short acting forms
All forms 120mg per day as a single See Dosage
Atomoxetine: or twice daily divided
dose
. Children younger than 18 years of age require an HRSA-approved second opinion and

HRSA authorization. Adult doses exceeding the limits require authorization by the
Medical Director, or his designee, who will review clinical chart notes that must show:

v Less risk than usual care;

v Less cost to the state; and

v The next step in reasonable care, including tried and failed FDA dosing.
. Refills above dose limits are authorized until the review is completed.
. Initiation of therapy above these dose limits requires review prior to payment.

When the patient is already taking the medication and the authorization request is denied, HRSA
will allow one additional refill (up to a 34-day supply) of medication for the purpose of tapering
the dose to fall within the accepted limits stated above. New prescriptions exceeding the
recommended doses for children less than age 18 require the recommendations of a HRSA-
designated Mental Health specialist from the Second Opinion Network Provider List. This list
is available at http://maa.dshs.wa.gov/pharmacy/News.html.
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Safety Edit - ADHD DRUG COMBINATIONS

. Combinations across drug types (e.g., methylphenidate with amphetamine) require
authorization.

. Combinations of Strattera with stimulant ADHD drugs require authorization.

. Continuation of a combination is authorized for a maximum of 30 days while tapering a
client off of a drug.

The chart below shows the drugs the Mental Health Stakeholders Workgroup has determined to

be duplicative. The squares marked with "X" indicate the combinations that will require
authorization after 34 days of concurrent therapy.

Combinations of Medications in two or more ADHD Categories

Methylphenidate Dexmethylphendidate Amphetamines Strattera®

Methylphenidate X X X
Dexmethylphendidate X X X
Amphetamines X X X
Strattera® X X X

HRSA reimburses combinations of short-acting and long-acting forms of the same ADHD drug
without authorization. HRSA requires the pharmacy to request authorization for a combination
of ADHD medications across drug categories. When the pharmacy requests authorization,
DSHS will contact the prescriber to obtain medical justification for the combination therapy.
For children less than age 18, this medical justification must include the recommendations of a
HRSA-designated Mental Health specialist from the Second Opinion Network Provider List.
This list is available at http://maa.dshs.wa.gov/pharmacy/News.html.
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Alcohol and Substance Abuse Pilot Project

HRSA has expanded its drug and alcohol assessment and treatment services. The agency can
better help address the very complex issue of abuse and addiction that some HRSA clients face.

Starting with a four-county pilot project in Yakima, Clark, Spokane, and Pierce Counties, HRSA
will offer prescribers a set of tools that will help get the necessary care to those HRSA clients
with a potential substance or alcohol abuse/dependency issue. HRSA can provide a
comprehensive listing of services (ER, hospital services, medication profiles, and other services)
to medical professionals who have treated the individual clients in the past twelve months. To
protect client confidentiality, the information on some clients may be incomplete as the client
profile does not contain any mental health diagnosis or any prescriptions typically associated
with mental health treatment. Instructions on the last page of the “Tool Kit” detail how to obtain
a complete profile. The “Tool Kit” with all the important contact information is available at:
http://maa.dshs.wa.gov/pharmacy/toolkit.htm.

Anticonvulsants, Off-label Use Initiative

HRSA requires authorization for off-label use of certain anticonvulsants (Neurontin® or
gabapentin, Topamax®, Keppra®, Lyrica®, and Gabitril®). “Off label” guidelines can be
reviewed at http://maa.dshs.wa.gov/pharmacy. The anticonvulsants are all used for treatment of
seizures, and HRSA has established Expedited Authorization (EA) codes to allow immediate
authorization for this use. Any other use outside of the FDA labeling requires the pharmacy to
call HRSA'’s Authorization toll-free telephone number 1-800-848-2842, option 2.

HRSA does not require authorization for all first-line anticonvulsant drugs used for seizure
disorders, such as phenytoin and carbamazepine.

EA codes and criteria:

Drug Code Criteria
Gabitril® (tiagabine) 036 Treatment of seizures
Keppra® (levetiracetam) 036 Treatment of seizures
Neurontin® (gabapentin) 035 Treatment of post-herpetic neuralgia
036 Treatment of seizures
063 Treatment of diabetic peripheral neuropathy
Lyrica® (pregabalin) 035 Treatment of post-herpetic neuralgia.
036 Treatment of seizures

063 Treatment of diabetic peripheral neuropathy
066 Treatment of fibromyalgia

Topamax®/Topamax® 036 Treatment of seizures
Sprinkle (topiramate) 045 Migraine Prophylaxis
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Antidepressants, Therapeutic Duplication

It is routine to have a client on more than one antidepressant drug when in the process of
changing antidepressants, in order to taper from one drug while starting another. This process
can take as long as two months, but after that, it is inadvisable to maintain a client on duplicative
therapies. Multiple antidepressants with same/similar mechanisms of action are likely to
cause increased side effects with little or no increase in efficacy. In fact, it is possible for the
drugs to compete, interfering with the efficacy of one or both drugs.

Based on the determination of a state-wide workgroup of mental health experts, HRSA requires
authorization for duplication of therapy which has lasted longer than a two-month taper period
(68 days) for the classes listed in the chart below. The chart is presented as a cross reference of
drugs the workgroup has determined to be duplicative. The squares marked with X" indicate
the combinations that will require authorization after 68 days of concurrent therapy. The blanks
indicate appropriate combinations that may be reimbursed.

Class SSRI [ NaSSA | NDRI SARI SNRI
SSRI _(Selectlve Serotonin Reuptake X X X
Inhibitor)
NaSSA (Noradrenergic and
Specific Serotonergic X X
Antidepressant)
NDRI (Norepinephrine/Dopamine
Reuptake Inhibitor)
SARI (Serotonin Antagonist
Reuptake Inhibitor)
SNRI (Serotonin Norepinephrine
Reuptake Inhibitor)

X X X

X X

SSRI — Celexa® (citalopram), Lexapro® (escitalopram), Luvox® (fluvoxamine), Paxil®
(paroxetine HCI), Pexeva® (paroxetine mesylate), Prozac® (fluoxetine), and Zoloft® (sertraline)
NaSSA — Remeron® (mirtazapine)

NDRI — Wellbutrin® (bupropion)

SARI - Serzone® (nefazodone)

SNRI - Cymbalta (duloxetine), Effexor (venlafaxine), Pristiq (desvenlafaxine)

HRSA understands that such duplication sometimes occur when multiple prescribers are
unaware they are providing duplicative care for the same client. In an effort to help prescribers
coordinate care for clients, HRSA provides information to each prescriber involved when
inappropriate duplication of antidepressants is found. HRSA requests that health care
practitioners coordinate with each other to establish a plan for the client’s care.
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Narcotic Review Project

HRSA'’s Narcotics Review Project reduces misuse of narcotics in clients considered at “high
risk” of abuse/misuse of narcotic prescriptions. This program can assist providers in this
complex area of medicine. The key to the program is keeping prescribers informed about their
patients’ narcotic utilization by faxing information to the prescriber who wrote the latest
prescription.

Pharmacy Authorization staff fax the patient’s recent narcotic profile (12 months of all narcotic
prescriptions and prescriber names) to the prescriber who wrote the latest prescription. After
the prescriber reviews the profile and makes a decision whether to continue with the prescription
or not, the prescriber faxes the form back to Pharmacy Authorization, and the prescription is
authorized or not authorized, depending on the prescriber’s response.

If the prescriber believes that the patient’s pattern of narcotic utilization is medically necessary
and does not show abuse/misuse, the patient’s case is reviewed by HRSA’s Drug Use Review
Team, and a decision is made whether to remove the patient from the authorization requirement.

For more information about drug abuse prevention or treatment, please contact the 24-Hour
Alcohol/Drug Helpline at 1-800-562-1240, or call the state Division of Alcohol and Substance
Abuse at 1-877-301-4557 and ask for the regional administrator for your county to help you
access public care. If you believe a patient may need help for drug abuse, please refer them to
the Helpline.

Opioid Dosing Guidelines

Opioid Dosing Guidelines are available on the HRSA pharmacy website:
http://maa.dshs.wa.gov/pharmacy/toolkit.ntm. These guidelines were developed by the
Interagency Workgroup on Practice Guidelines (the Department of Corrections, Department of
Health, Department of Labor and Industries, Department of Social and Health Services, and the
Health Care Authority) in collaboration with actively practicing physicians who specialize in
pain management. The guidelines are to assist the practitioner in prescribing opioids in a safe
and effective manner. The guidelines do not apply to the treatment of cancer pain or end-of-life
(hospice) care.

Sedative/Hypnotic Restrictions for Children
Sedatives and hypnotics in children less than 18 years of age are limited to a one-time
authorization of less than 5 doses in a 30-day period.
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Emergency Fills

HRSA guarantees claim payment for any good faith effort on the part of a pharmacist to meet a
client’s immediate needs in an emergency after HRSA’s regular business hours.

“After hours” means outside of normal business hours for HRSA 1-800 Customer Service
lines, including Coordination of Benefits, Pharmacy Authorizations, and the Medical
Assistance Customer Service Center.

“Immediate Needs” means the pharmacist uses their professional judgment in
determining the quantity to dispense to best meet the client’s needs in an emergency.

If, in your professional judgment, the client has a genuine emergency need, and your electronic
claim submissions are rejected by HRSA without payment, please meet the client’s immediate
needs and contact HRSA within 72 hours.

) Coordination of benefits can be established the next business day, ensuring payment by
either the primary insurer or HRSA.

) Authorization requirements can be overridden the following day as well. HRSA will
authorize payment for any prescription filled in an emergency. Medical necessity
requirements will be applied to any future fills of the same medication, but will be
waived to ensure payment of Emergency Fills.

To receive reimbursement, justification for the emergency fill must be provided to
HRSA no later than 72 hours after the fill date (excluding weekends and
Washington State holidays).

(Rev. 09/19/2008)(Eff. 10/20/2008) -F.20 - Compound Prescriptions
# Memo 08-55 Changes are highlighted



Prescription Drug Program

Authorization

Authorization does not guarantee payment.
All administrative requirements (client eligibility, claim timeliness, etc.)
must be met before HRSA reimburses.

Who Determines Authorization Status for Drugs in HRSA'’s
Drug File? [Refer to WAC 388-530-3100(1)]

For drugs in therapeutic classes included in the Washington Preferred Drug List (PDL),
authorization status is determined by its designation as preferred or non-preferred.

For drugs not in therapeutic classes included in the Washington PDL, HRSA pharmacists,
medical consultants, and the Drug Use Review Team evaluate drugs to determine authorization
status on the drug file. HRSA may consult with an evidence-based practice center, the Drug Use
Review (DUR) Board, and/or participating HRSA providers in this evaluation.

How Is Authorization Status Determined for Drugs in
HRSA’s Drug File? [Refer to WAC 388-530-3200(2) and (3)]

Drug manufacturers who wish to facilitate the evaluation process for a drug product may send
the HRSA pharmacist(s) a written request and the following supporting documentation:

Background data about the drug;

. Product package information;
. Any pertinent clinical studies;
. Outcome and effectiveness data using the Academy of Managed Care Pharmacy’s drug

review submission process; and

. Any additional information the manufacturer considers appropriate.
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HRSA evaluates a drug based on, but not limited to, the following criteria:

. Whether the manufacturer has signed a federal drug rebate contract agreement;
. Whether the drug is a less-than-effective drug;

. The drug’s risk/benefit ratio;

o Whether like drugs are on HRSA’s drug file and there are less costly therapeutic
alternative drugs;

. Whether the drug falls into one of the categories authorized by federal law to be excluded
from coverage;

. The drug’s potential for abuse; and

. Whether outcome data demonstrate that the drug is cost effective.

What Authorization Status May Be Assigned to a Drug?

HRSA may determine that a covered drug is:

. Covered without restriction;
. Requires authorization; or
. Requires authorization when HRSA-determined limitations have been exceeded.

Decisions regarding restrictions are based on, but are not limited to:

Client safety;

FDA-approved indications;
Quantity;

Client age and/or gender; and
Cost.
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To view HRSA'’s current List of Limitations on Certain Drugs
go to: http://maa.dshs.wa.gov/pharmacy

If you do not have access to the Internet, you may obtain a hard copy of HRSA'’s
List of Limitations of Certain Drugs by:

Emailing: Faxing:

MACSC MACSC
providerinquiry@dshs.wa.gov 360.725.2144

Writing to: Calling:

MACSC MACSC

PO Box 45562 800.562.3022, Option 2

Olympia, WA 98504-5562

Physicians and pharmacists should monitor the use of these drugs and counsel patients
when the limits are exceeded. Authorization is required in order to exceed these limits.

How Are Drugs Added to HRSA'’s Drug File?
[Refer to WAC 388-530-3000(2) and (3)]

HRSA'’s drug file is maintained by Medi-Span® (a drug file contractor). Manufacturers must
report their products to Medi-Span® for them to be included in HRSA’s drug file for potential
coverage and reimbursement.

Authorization

When does HRSA require authorization? [Refer to WAC 388-530-3000(2)]

Pharmacists are required to obtain authorization for some drugs and drug-related supplies before
providing them to the client. Other drugs require authorization only when specific limits on
dosage, quantity, utilization, or duration of use are exceeded. HRSA may also require
situational authorization that is not directly related to the product being dispensed. These
situations include, but are not limited to:

. Early refills;

. Therapeutic duplications;

o Client’s whose utilization patterns are under review;
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. More than four prescriptions or prescription refills per calendar month for the same
product in any of the following categories:

Antibiotics;

Anti-asthmatics;

Schedule 11 & 111 drugs;

Anti-neoplastic agents;

Topical preparations; or

Propoxyphene, propoxyphene napsylate, and all propoxyphene combinations; and

AN N N NN

o More than two prescriptions or prescription refills per calendar month for any other
product.

HRSA reviews authorization requests for medical necessity. The requested service or item must
be covered within the scope of the client's program.

Exception:

In emergency situations, pharmacists may fill prescription drugs that require
authorization without receiving an authorization number prior to dispensing.

To receive reimbursement, justification for the emergency fill must be provided to
HRSA no later than 72 hours after the fill date (excluding weekends and
Washington State holidays).

How do | obtain authorization?
To obtain authorization for drug products requiring authorization, providers may:

. Fax a Prescription Drug Authorization Fax Request Form [DSHS 13-798] to HRSA at
360.725.2141. This form is available for electronic download at:
http://www1.dshs.wa.gov/msa/forms/eforms.html (see Important Contacts for more
information).

. Call HRSA at 800.848.2842 (option 2).

What information must a pharmacist have ready before calling HRSA for an
authorization number?

When calling for an authorization number, pharmacists must have the following information
ready:

° Previous authorization number, if available;
o Pharmacy NCPDP #;
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Pharmacy NPI#

RX #;

Quantity and days supply;

Tried and failed;

Client's Patient Identification Code (PIC);
National Drug Code (NDC) being dispensed,;
Prescriber’s name and specialty (if known);
Prescriber’s phone and fax number;

Date(s) of dispense; and

Justification for the requested service:

v The medical need for the drug and/or dosing (sig);
v The diagnosis or condition of the client; and
v Other therapies that have been tried and failed in treatment of the same condition.

HRSA may request additional information, depending on the drug product.

Drugs That Do Not Require Authorization

To check the reimbursement status of a drug, go to:
http://maa.dshs.wa.gov/pharmacy

If you do not have access to the Internet, you may obtain a hard copy of this

list by:

Emailing: Faxing:

Provider Relations Provider Relations
providerinquiry@dshs.wa.gov 360.725.2144

Writing to: Calling:

Provider Relations Provider Relations

626 8th Ave SE 800.562.3022, option 2

Olympia 98504-5505

IMPORTANT: Products on this list are subject to all other coverage rules.
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What Are the Criteria for Early Refills?
[Refer to WAC 388-530-3000(5)(b)]

The following circumstances are justification for early refills:

If a client’s prescription is lost, stolen, or destroyed (only once every six months, per
medication).

If a client needs a refill sooner than originally scheduled due to a prescriber dosage
change. (The pharmacist must document the dosage change.)

If a client is suicidal, at-risk for potential drug abuse, or being monitored by the
prescriber.

If a client needs a take-home supply of medication for school or camp, or for skilled
nursing facility clients.

For any other circumstance, the provider must contact HRSA's Pharmacy Authorization Section
to request approval and an authorization number (see Important Contacts section).

Pharmacy providers have the right to ask clients for documentation relating to reported theft or
destruction, (e.g., fire, earthquake, etc.). If clients residing in a skilled nursing facility (SNF)
have their prescription lost or stolen, the replacement prescription is the responsibility of the
SNF. Clients who experience difficulties in managing their drug therapy should be considered
for the use of compliance devices (e.g., Medisets).

BILLING

Hard copy billers must enter one of the following justification descriptions in the Justification/
Comments field on the Pharmacy Statement [DSHS 13-714].

Point-of-Sale billers must enter one of the following codes in the Claims Segment, Prior
Authorization Type Code (461-EU) field.

Justification Description Code
"Lost or Stolen Drug Replacement" 5
"School or Camp" 8
“Monitoring” 8
“Suicidal Risk (SR)" 8
“Take Home Supply (Skilled Nursing Facility Client)” 8
(Rev. 09/19/2008)(Eff. 10/20/2008) -G.6- Authorization
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Can Clients Receive Early Refills or Extended Days Supply
for Travel? [Rrefer to WAC 388-530-3000(5)(b)]

HRSA will not approve early refills or prescriptions filled for over a 34-day supply for clients
who will be out of the area. Early refills for the purpose of travel are considered to be services
rendered for a future date. Clients may elect to self-pay for an early refill or a larger days’
supply, as they are not considered Medicaid eligible for the future service at the time of fill.

It is also possible to help clients who will be out of the area to receive refills covered by HRSA
at a time they are due for a regular refill. You may assist clients with any of the following
options:

) If clients will not be out of state, they may have their prescription filled at any DSHS-
contracted pharmacy throughout Washington or border areas of Idaho and Oregon.

. Clients may arrange with you to refill their prescription at the appropriate time, and have
a relative or other designee pick up the prescription for them. The client’s designee may
then ship the medication to the client at their own expense.

. You can make arrangements with the client to ship the medication from your pharmacy.
The cost of shipping is not billable to HRSA and will not be covered. Shipping is at your
expense or the client’s expense if you retain a signed consent on file.

. Some chain stores have the ability to “transfer stock™, billing the prescription from a
local Washington pharmacy, while having the medication dispensed from a store in
another part of the country.

Brand Name Drugs

Prescribers and pharmacies should prescribe and dispense the generic form of a drug whenever
possible. Authorization may be required for reimbursement of brand name drugs at brand name
pricing when a generic equivalent is available. If the brand name drug is prescribed instead of a
generic equivalent, the prescriber must provide medical justification for the use of the brand
name drug to the pharmacist. Authorization is based on medical need, such as clinically
demonstrated, observed, and documented adverse reactions which have occurred when the
generic drug has been used.

Substitute generic drugs for listed brand name drugs when:

. They are approved by the FDA as therapeutically equivalent drugs; and
o They are permitted by the prescribing physician under current state law.

To request authorization, call HRSA’s Drug Use and Review at 800.848.2842 (option 2).
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Expedited Authorization (EA) [Refer to WAC 388-530-3200(4)]

What is the EA process?

HRSA'’s EA process is designed to eliminate the need to request authorization from HRSA. The
intent is to establish authorization criteria and associate these criteria with specific codes,
enabling providers to create an “EA” number when appropriate.

How is an EA number created?

To bill HRSA for drugs that meet the expedited authorization criteria on the following pages, the
pharmacist must create an 11-digit EA number. The first 8 digits of the EA number must be
85000000. The last 3 digits must be the code number of the diagnosis/condition that meets the
EA criteria.

BILLING

Hardcopy billers must enter the EA Number in the Authorization Number field on the
Pharmacy Statement [DSHS 13-714].

Point of Sale billers must enter the EA Number in the Claims Segment, Prior
Authorization Number Submitted field.

Example: The 11-digit EA number for Accutane (for the treatment of “severe, recalcitrant acne
rosacea in adults unresponsive to conventional therapy") would be 85000000002 (85000000 =
first eight digits, 002 = diagnosis/condition code).

Pharmacists are reminded that EA numbers are only for those drugs listed on the following
pages. They are not valid for:

. Other drugs requiring authorization through the Prescription Drug Program;
. Waiving the S-MAC or A-MAC price; or
. Authorizing the third or fifth fill in the month.

Note: Use of an EA number does not exempt claims from edits, such as per-
calendar-month prescription limits or early refills.

(Rev. 09/19/2008)(Eff. 10/20/2008) -G.8- Authorization
# Memo 08-55 Changes are highlighted



Prescription Drug Program

EA Guidelines:

. Diagnoses - Diagnostic information may be obtained from the prescriber, client, client’s
caregiver, or family member to meet conditions for EA. Drug claims submitted without
an appropriate diagnosis/condition code for the dispensed drug are denied.

. Unlisted Diagnoses - If the drug is prescribed for a diagnosis/condition, or age that does
not appear on the EA list, additional justification is required. The pharmacist must
request authorization by:

v Calling 1-800-848-2842, option 2; or
v Faxing (360) 725-2141.

o Documentation - Dispensing pharmacists must write the following on the original
prescription:

v The full name of the person who provided the diagnostic information;
v The diagnosis/condition and/or the criteria code from the attached table.
(Rev. 09/19/2008)(Eff. 10/20/2008) -G.9- Authorization

# Memo 08-55 Changes are highlighted



Prescription Drug Program

The Expedited Authorization Code and Criteria List is now located online at :

http://maa.dshs.wa.gov/download/Billing%20Instructions%20Web%20Pages/Prescription_Drug_Program.html
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Reimbursement

General Information on Reimbursement

. Please remember HRSA is a taxpayer-funded program and the payer of last resort —
meaning providers must pursue all other possible medical coverage first. See Section |
for instructions on Coordination of Benefits.

. HRSA is required to be a prudent purchaser on behalf of the taxpayer. Drug
reimbursements are subject to federal upper limit (FUL) payment rules (see Section H),
and HRSA is permitted to pay for outpatient drugs only when the manufacturer has a
signed drug rebate contract with the federal Department of Health and Human Services
(DHHS). See Section H for more on the Drug Rebate Program.

. Bill HRSA the usual and customary charge using the complete 11-digit national drug
code (NDC) from the dispensing container.

. Accurately report the quantity dispensed, using the appropriate metric or metric decimal
quantity for the product.

. Delivery of a service or product does not guarantee payment. For example, HRSA does
not reimburse when:

v The request for payment is not presented within the 365 day billing limit (see
Section 1);

v The service or product is not medically necessary or is not reimbursable by

HRSA,;

The client has third party coverage and the third party pays as much as, or more

than, HRSA allows for the service or product;

The service or product is covered in the managed care capitation rate;

The service or product is included in the Nursing Home per diem rate;

The client is no longer eligible or isn’t eligible for the drug being dispensed; or

A prescription has been used to meet a client’s financial obligation towards

spenddown.

<
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Reimbursement Rates [wac 388-530-7000]

HRSA'’s reimbursement for a drug dispensed by a pharmacy is adjudicated by the Point-
of-Sale (POS) system. POS reimburses at the lowest of the appropriate rates for the
product. Depending upon the status of the drug, POS reimburses:

Estimated Acquisition Cost (EAC) plus a dispensing fee;

State Maximum Allowable Cost (S-MAC) plus a dispensing fee;

Federal Upper Limit (FUL) plus a dispensing fee;

Automated Maximum Allowable Cost (A-MAC) plus a dispensing fee;

The provider’s usual and customary charge to the non-Medicaid population; or
Actual Acquisition Cost (AAC) plus a dispensing fee for drugs purchased under
section 340 B of the Public Health Services (PHS) Act and dispensed to medical
assistance clients.

Note:

o If the pharmacy provider offers a discount, rebate, promotion or other
incentive that directly relates to the reduction of the price of a prescription
to the individual non-Medicaid customer, the provider must similarly
reduce its charge to HRSA for the prescription. (Example: A $5.00 off
coupon for purchases elsewhere in the store.)

. Any drug or product provided free to the general public must also be
provided free to the Medicaid customer.

Estimated Acquisition Cost (EAC) [Refer to WAC 388-530-8000]

HRSA uses Estimated Acquisition Cost (EAC) for drugs not otherwise covered by FUL, S-
MAC, or A-MAC rates. HRSA selects the source for reference pricing and determines the
calculation to be used for estimated acquisition (EAC) cost.

Currently, the EAC is calculated as a discount off AWP:

For single source drugs and multiple source drugs with fewer than five manufacturers/
labelers, the discount from AWP is 14%.

For multiple source drugs with five or more manufacturers/labelers, the discount from
AWP is 50%.
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Federal Upper Limits (FUL) [wAc 388-530-8050]

Federal Upper Limits (FUL) for multiple source drugs are calculated by DHHS, Centers for
Medicare and Medicaid (CMS). HRSA is required to comply with the federal limits.

FUL rules are being revised in response to the federal Deficit Reduction Act and are currently in
draft circulation for comment.

To view the CMS’s Federal Upper Limits, go to:
http://www.cms.hhs.qgov/FederalUpperLimits.

Drugs subject to FUL may also be subject to other HRSA pricing methodologies. HRSA
reimburses the lower of EAC, S-MAC, A-MAC, FUL, or usual and customary charges.

Automated Maximum Allowable Cost (A-MAC) Program
[WAC 388-530-8150]

The HRSA POS payment system calculates an A-MAC price for all multiple source drugs not
currently on the State Maximum Allowable Cost (S-MAC) list.

A-MAC reimbursement for all products with the same ingredient, form and strength is at the
A-MAC determined for the second lowest priced product, or the A-MAC of the lowest priced
drug from a manufacturer with a current, signed federal rebate agreement.

For drugs with five or more manufacturers or labelers the A-MAC price is AWP minus 50%.

State Maximum Allowable Cost (S-MAC) Program
[WAC 388-530-8100]

An S-MAC may be applied to specific, equivalent multiple-source drugs. If applied, HRSA
reimburses both the brand name and generic drugs at the S-MAC price.

The S-MAC may be waived for:

. Preferred drugs;
o Some Dispense as Written (DAW) prescriptions; and
. Limited other circumstances.

For the most up-to-date S-MAC list, go to:
http://maa.dshs.wa.gov/pharmacy/reimburse.htm
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Tax

Tax is computed by the POS system for items that the Washington State Department of Revenue
determines to be taxable.

Dispensing Fees [Refer to WAC 388-530-8150]

HRSA does not pay a dispensing fee for non-drug items, devices, or supplies unless HRSA
determines that the drug file is not maintaining pr