DEPARTMENT OF HEALTH AND HUMAN SERVICES

10-44 Chapter 104

MAINE STATE SERVICES MANUAL
SECTION 3
MAINE Rx PLUS
ESTABLISHED 01/17/04

LAST UPDATED 3/1/07

DEPARTMENT OF HEALTH AND HUMAN SERVICES

10-44 Chapter 104
SECTION 3
MAINE Rx PLUS
ESTABLISHED 01/17/04

TABLE OF CONTENTS

Page

3.01
AUTHORITY 
 1

3.02
DEFINITIONS 
 1


3.02-1
Average Wholesale Price
 1


3.02-2
Brand Name Drug
 1


3.02-3
Covered Drugs
 1


3.02-4
Department
 1


3.02-5
Generic Drugs
 1


3.02-6
Initial Discounted Price
 1


3.02-7
Labeler
 1


3.02-8
Mail Order Pharmacy
 1


3.02-9
Metropolitan Statistical Area (MSA) 
 1


3.02-10
National Drug Code
 2

3.02-11
Participating Pharmacy
 2


3.02-12
Retail Pharmacy
 2


3.02-13
Secondary Discounted Price
 2


3.02-14
Telepharmacy
 2

3.03
BENEFIT ELIGIBILITY 
 2

3.04
ENROLLMENT CARD
 3

3.05
APPEALS 
 3

3.06
PHARMACY PARTICIPATION
 4


3.07
DISPENSING PRACTICES
 4



3.08
TERMINATION OF PHARMACY PARTICIPATION 
 4



3.09
COVERED DRUGS 
 5

3.10
REIMBURSEMENT 
 6

3.11
PHARMACY RURAL DISPESING FEE ADJUSTMENT
 7

3.12
RECORDS FOR AUDIT PURPOSES 
 8



3.13
FRAUD OR ABUSE 
 8



3.14
CONFIDENTIALITY 
 8

3.01
AUTHORITY


The Maine Rx Plus Benefit is authorized by, and these regulations are issued under, the authority of 22 MRSA § 2681(14). The Commissioner of the Department of Health and Human Services has delegated the responsibility for administration of the Benefit to the Office of MaineCare Services.

3.02
DEFINITIONS

3.02-1
Average Wholesale Price means the wholesale price charged on a specific commodity that is assigned by the drug manufacturer and is listed in a nationally recognized drug pricing file.


3.02-2
Brand Name Drug is defined as a single-source drug, a cross-licensed drug, or an innovator drug.

3.02-3
Covered Drugs means drugs that are on the MaineCare Preferred Drug List established by the Department pursuant to its authority to operate the MaineCare program, and revised from time to time, as published on the Department’s designated website.


3.02-4
Department means Department of Health and Human Services.


3.02-5
Generic Drugs are drugs other than those defined as brand-name drugs.


3.02-6
Initial Discounted Price for a drug means the amount that MaineCare reimburses pharmacies for any given drug pursuant to Section 80 of the MaineCare Benefits Manual.


3.02-7
Labeler means an entity or person who receives prescription drugs from a manufacturer or wholesaler and repackages those drugs for later retail sale and who has a labeler code from the Federal Food and Drug Administration under 21 CFR §207.20.

3.02-8
Mail Order Pharmacy is a pharmacy provider that dispenses prescription medications by U.S. mail or private carrier. Mail order pharmacies must have a NABP (National Association of Boards of Pharmacy) provider number uniquely identifying the provider as a mail order pharmacy for purposes of billing. Mail order pharmacies must be licensed by the Maine Board of Pharmacy, enrolled as Medicare and MaineCare providers, and be operating under contract with the Department. Mail order pharmacies must dispense prescription medications from within the United States. Mail order pharmacies must process claims through the State’s electronic claims processing system to the standards required by the Department.


3.02-9
Metropolitan Statistical Area (MSA) is a federal standardized designation using postal zip codes to define rural areas. The Department will define rural by applying MSA/Non-MSA designation to the zip code of the member’s residence.
3.02
DEFINITIONS (cont.)
3.02-10
National Drug Code (NDC) is the identifying number for a drug maintained by the Food and Drug Administration.


3.02-11
Participating Pharmacy means a pharmacy located in Maine, or another business licensed to dispense prescription drugs in this State, that participates in Maine Rx Plus, and that has signed a Maine Rx Plus provider agreement.


3.02-12
Retail pharmacy is a pharmacy that possesses a valid outpatient pharmacy license issued by the Board of Pharmacy, accepts Medicare assignment, and which serves Maine Rx Plus participants.


3.02-13
Secondary Discounted Price means the initial discounted price minus any further discounts paid for out of the Maine Rx Plus dedicated fund.

3.02-14
Telepharmacy is a method of delivering prescriptions dispensed by a pharmacist to a remote site. Pharmacies using telepharmacy delivery of prescriptions must follow all applicable State and Federal regulations and Maine State Board of Pharmacy rules, including using staff qualified to deliver prescriptions through telepharmacy.

3.03
BENEFIT ELIGIBILITY
Any person whose family income is less than or equal to 350% of the federal poverty level is eligible for the Maine Rx Plus Benefit. This is referred to as “financial eligibility.” Applicants will remain eligible for one year beginning on the date determined eligible and must reapply annually.

In addition, any person who incurs unreimbursed expenses for prescription drugs equaling 5% or more of family income, or who incurs unreimbursed expenses for all medical care equaling 15% or more of family income, is eligible for the remainder of the eligibility period. This is referred to as “spend down eligibility.”

The Department will use the following processes to determine eligibility:

A.
Determination of Financial Eligibility


The Office of Integrated Access and Support (OIAS) will determine family income as set forth at 10-144 C.M.R. Chapter 332, MaineCare Eligibility Manual. If the family income as determined by BFI is equal to or less than 350% of the federal poverty level, the applicant is financially eligible for Maine Rx Plus Benefits.


B.
Determination of Spend Down Eligibility

If applicants do not meet financial eligibility as determined by OIAS, they may request that the Department consider eligible expenses incurred by the household during the six months prior to application. This six-month period is the medical spend down eligibility period. The Department will use income information prorated for this
3.03
BENEFIT ELIGIBILITY (cont.)

time period to determine the percentage of expenses incurred during the medical spend down eligibility period. If the applicant’s unreimbursed expenses for prescription drugs are equal to 5% or more of family income, or unreimbursed expenses for medical care are equal to 15% or more of family income, the applicant is eligible for Maine Rx Plus on the basis of the spend down.

To be considered for spend down eligibility applicants must submit receipts or bills for unreimbursed prescription drug expenses and/or medical expenses to the Maine Rx Plus Spend Down, Department of Health and Human Services, 11 State House Station, Augusta Maine, 04333-0011. Applicants may submit a signed statement of incurred expenses for those expenses for which a receipt has been lost. If found eligible due to medical spend down, applicants will remain eligible for one year from the date application is made.

All documented, unreimbursed medical and prescription drug expenses incurred by the applicant or family member shall be considered in the spend down determination, except the following:



1.
Any costs incurred and paid prior to the medical spend down period; or



2.
Any medical costs paid by any third party, including an insurance carrier or a state or federal government benefits program; or

3.
Medical costs paid by others for which the individual has no obligation to repay.

The Department will notify applicants within 30 days of receipt of documented prescription and medical expenses whether or not they are eligible for Maine Rx Plus.

3.04
ENROLLMENT CARD


The Department or its authorized agent will issue an eligibility card to each participant enrolled in the Maine Rx Plus Benefit. The Department will issue permanent cards by mail.

3.05
APPEALS


Each participant has the right to an administrative hearing to appeal any decision by the Department that adversely affects that participant’s Benefit. These appeal rights are set forth in Chapter 104, Section 1, Maine State Services Manual, Administrative Policies and Procedures.

3.06
PHARMACY PARTICIPATION

A.
Only participating pharmacies may submit claims for payment under the Maine Rx Plus Benefit. To become a participating pharmacy a pharmacy must meet all of the following criteria:


1.
Comply with all provider and administrative process requirements set forth in Chapter 104, Section 1;


2.
Be enrolled as a MaineCare pharmacy provider; and


3.
Execute a Maine Rx Plus Provider Agreement with the Department.


B.
The Department will not charge a participating pharmacy for submitting claims or participating in this Benefit.

C.
The participating pharmacy may decline to dispense any prescription that appears to be improperly executed and/or which, in the professional judgment of the pharmacist, is unsafe as presented, or may be harmful if not monitored.

3.07
DISPENSING PRACTICES

Dispensing practices must be in accordance with the best medical, pharmaceutical and economical practice.


Retail pharmacy providers may dispense up to a 34-day supply of brand name drugs and up to a 90-day supply of generic drugs. Mail order pharmacies may only dispense up to 90-day supplies of generic or brand-name drugs. When refilling a prescription through mail order, refills may be provided only at a participant’s request; mail order pharmacies may not automatically refill prescriptions for participants.

Providers dispensing prescriptions via telepharmacy must obtain approval from the Department. Providers must assure that participant counseling is available at the remote site from the dispensing provider or the provider delivering the prescription, and that only qualified staff, as defined by the Maine State Board of Pharmacy, deliver prescriptions.

The Department may issue a request for proposals from labelers or manufacturers and issue a contract for the provision of generic drugs. Participant providers may be required by the Department to obtain a generic drug from labelers or manufacturers with which the Department contracts. The Department will notify providers and give instructions for compliance with this provision.


3.08
TERMINATION OF PHARMACY PARTICIPATION


A participating pharmacy may terminate participation in the Maine Rx Plus Benefit at any time by following the termination provisions set forth in the Maine Rx Plus Provider Agreement.


3.09
COVERED DRUGS



There is no maximum frequency, number, or cost of the prescriptions filled for an individual participant. When drugs are obtained through a mail order pharmacy, participants may obtain only up to a 90-day supply.



A.
Covered Drugs

Under the Maine Rx Plus Benefit, the Department will cover and reimburse only for drugs that are both prescribed by an authorized prescriber and listed as preferred in the MaineCare preferred drug list (PDL) established pursuant to Chapter II, Section 80, Pharmacy Services of the MaineCare Benefits Manual.



B.
Drug Benefit




Initial Discount. Until October 1, 2004 Maine Rx Plus participants will pay the initial discounted price (as defined above) for all covered drugs.




Secondary Discount. After October 1, 2004 the Department will further reduce the cost of some covered drugs with a secondary discount. A drug will receive a secondary discount if the manufacturer or labeler of that drug has entered into a Maine Rx Plus rebate agreement with the Department. The amount of the Secondary Discount will be an average of all the rebates the Department has negotiated for Maine Rx Plus, after deducting certain administrative expenses incurred by the Department.

Maine Rx Plus participants must pay the entire initial discounted price or secondary discounted price, whichever is in effect. There are no exceptions. If the participant refuses to pay the entire discounted price, the pharmacy will deny the service.



C.
Maine Rx Plus Rebate Agreements

The Department will negotiate with manufacturers of covered drugs to obtain rebates for the Maine Rx Plus Benefit. As consideration for such rebates, the Department will offer manufacturers or labelers that are willing to pay rebates preferred status within the Maine Rx Plus list of covered drugs. The drugs of manufacturers or labelers that do not agree to pay rebates will remain covered drugs in Maine Rx Plus but will not be given the preferred designation in Maine Rx Plus.

The rebate agreements will require each pharmaceutical manufacturer or labeler to make quarterly rebate payments to the Department for the total number of dosage units of each form and strength of a prescription drug that the Department reports as reimbursed to participating pharmacies. Such payments shall be due thirty (30) days following the date the manufacturer receives utilization data from the Department summarizing the number of dosage units of drugs during the period for which payment is due.

When the pharmaceutical manufacturer or labeler receives the pharmacy reimbursement data, the pharmaceutical manufacturer or labeler shall calculate the quarterly payment. The Department may, at its expense, hire a mutually agreed upon
3.09
COVERED DRUGS (cont.)

independent auditor to verify the calculation and payment.




In the event that an independent audit discovers a discrepancy between the pharmaceutical manufacturer’s or labeler’s calculation and the independent auditor’s calculation that benefits the Department, the pharmaceutical manufacturer or labeler shall justify its calculation or make payment to the Department for any additional amount due. The pharmaceutical manufacturer or labeler may, at its expense, hire a mutually agreed upon independent auditor to verify the accuracy of the utilization data provided by the Department.




In the event that a discrepancy is discovered that benefits the pharmaceutical manufacturer or labeler, the Department shall justify its data or refund any excess payment to the pharmaceutical manufacturer or labeler.


3.10
REIMBURSEMENT

A.
Eligible Claims



Maine Rx Plus provides benefits for discounted drugs only when participants do not have coverage under a comparable or superior prescription drug plan. Participating pharmacies must always determine the existence of and seek reimbursement from an individual’s comparable or superior prescription drug benefit prior to submitting claims to the Maine Rx Plus Benefit.


B.
Amount of Reimbursement for Retail Pharmacies



For each eligible prescription filled, the participating retail pharmacy will be reimbursed a $3.35 dispensing fee plus the lowest of the following:


1.
Federal Upper Limits (FUL) as defined in Chapter II, Section 80, Pharmacy Services, of the MaineCare Benefits Manual (MBM); or


2.
Maine Maximum Allowable Cost (MMAC) as defined in Chapter II, Section 80, Pharmacy Services, of the MBM; or


3.
Average Wholesale Price minus 13%; or

4.
The participating pharmacy’s Usual and Customary (U & C) Price; or



5.
The State Upper Limit (250% of Average Manufacturer’s Cost for multi-source generic drugs) plus a $2.35 professional fee.

The Department will not pay any costs for payments for which the participant is responsible.

The Department will also reimburse the participating pharmacy in the amount of any
3.10
REIMBURSEMENT (Cont.)
applicable secondary discount, which the pharmacy will pass along in full as an additional discount to the Maine Rx Plus participant.


C.
Amount of Reimbursement for Mail Order Pharmacies


For mail order pharmacies, the amount of reimbursement will be the lowest of the following:


1.
For Generic Drugs



The reimbursement rate for covered generic drugs obtained through mail order pharmacies shall be the lowest of the following:



a.
The Usual and Customary Price; or



b.
The Average Wholesale Price minus 60% plus $1.00 professional fee except as otherwise noted below, or


c.
The Maine Maximum Allowable cost plus $1.00 professional fee except as noted in Section 3.10.



2.
For Brand Name Drugs



The reimbursement rate for covered brand name drugs obtained through mail order pharmacies shall be the lowest of the following:



a.
The Usual and Customary Price; or



b.
The Average Wholesale Price minus 20% plus $1.00 professional fee except as otherwise noted below, or



c.
The Maine Maximum Allowable Cost plus $1.00 professional fee except as noted in Section 3.10.




D.
Billing Instructions

Participating pharmacies must bill in accordance with the Department’s billing instructions set forth in the pharmacy’s MaineCare agreement. A pharmacy licensed both as a retail and mail order pharmacy must bill for mail order services at the mail order rate.


3.11 PHARMACY RURAL DISPENSING FEE ADJUSTMENT

The Department will pay a supplemental dispensing fee for prescriptions provided to members residing in rural areas in an attempt to assure continuing access to prescription services for these members. The rural dispensing fee will range from 55¢ to 65¢ per prescription dispensed
3.11 
PHAMRACY RURAL DISPENDING FEE ADJUSTMENT (Cont.)

to rural members, and will change on a quarterly basis to reflect the prior quarter’s number of prescriptions filled. The Department will distribute the rural dispensing fee adjustment retrospectively on a quarterly basis. The Department will calculate the quarterly adjustment for each pharmacy by taking that quarter’s total allotment and dividing the total allotment for the quarter by the number of prescriptions filled for rural members in the quarter. The Department will then group these by pharmacy and distribute in the quarter following. Pharmacies will be notified on a quarterly basis on the Department’s designated website the amount of the adjustment for the quarter.
Rural members will be defined using a standard and federally recognized definition of rural using Metropolitan Statistical Area (MSA) designations. The Department will determine MSA/Non-MSA designation based on the zip code of the member’s residence.

3.12
RECORDS FOR AUDIT PURPOSES


The participating pharmacy must agree to submit to an audit. The Department of Health and Human Services or its designated agent will conduct the audit using records and transactions involving the dispensing of any and all prescription drugs under the Maine Rx Plus Benefit. The participating pharmacy must also agree to furnish for review all materials and information regarding payment, including actual prescriptions, invoices for drug purchases, other appropriate documents, and any additional information that may be required by those authorized to determine compliance with this policy.

3.13
FRAUD OR ABUSE
A.
The State of Maine administers the Maine Rx Plus Benefit and participating pharmacies and participants are subject to Maine statutes pertaining to fraud.

B.
All provisions relating to fraud and abuse and related sanctions outlined in Chapter 104, Section 1 of the Maine State Services Manual are applicable.

C.
Fraud includes, but is not limited to an eligible participant allowing, assisting or conspiring with an ineligible individual to obtain drugs under this Benefit.

3.14
CONFIDENTIALITY


The Department follows/subscribes to all State or Federal law, rules or regulations related to confidentiality, as further detailed in Chapter 104, Section 1.
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