FAQs regarding the MaineCare Preferred Drug List (PDL)

1. Is a Preferred Drug List (PDL) the same as a formulary?
A formulary is a list of drugs that are available and approved for use by a variety of insurance companies, managed care organization, hospitals and governmental entities. Drugs must be prescribed from the formulary and no exceptions are typically available. In contrast, a Preferred Drug List (PDL) is a component of the Prior Authorization (PA) process. In order for reimbursement to occur, MaineCare requires that certain medications must be approved beforehand. This approval is based on previously specified criteria. Medications deemed to be clinically and/or economically superior to other clinically similar drugs are placed on the PDL. Most medications on the PDL can be prescribed and dispensed without prior authorization. Some preferred medications still have dose consolidation considerations and quantity limits that apply.

2. Who develops the PA criteria?
The PA criteria are developed by the Office of MaineCare Services staff, in conjunction with the State’s pharmacy claims processor and PA administrator, Goold Health Systems (GHS). The criteria are subsequently reviewed and revised by the DUR committee.

3. What is the general method for constructing the PDL?
Each drug is reviewed on its clinical contributions relative to other medications in the same therapeutic category. Published, peer-reviewed clinical trials are the primary source of information used for this review. Placebo controlled, randomized clinical trials are awarded the greatest weight in the consideration process. Data regarding efficacy, effectiveness, adverse effects, and tolerability is analyzed and compared to other drugs within the therapeutic class. From this analysis, the clinical staff determines an agent’s therapeutic value relative to the comparator drugs. An economic analysis is performed by GHS concurrent with the clinical review. This analysis incorporates MaineCare utilization data, the CMS rebates, and any supplemental rebates offered to the state by the drug manufacturers. The fiscal impact of PDL inclusion or exclusion of each medication is then determined. Another level of analysis weighs the relative cost to benefit ratios of accepting supplemental rebates compared to prior authorizing drugs. The comparable experiences of other states are collected and considered before suggestions are conveyed to the State. After reviewing and discussing these suggestions, the State’s drug committee makes recommendations to the Office of MaineCare Services (OMS) for final
determination.

4. What is step-care and how will it be incorporated?
Step-care encourages a specific order of treatment choices, regardless of a drug’s preferred or non-preferred status. In certain clinically appropriate situations, this can be utilized to maximize savings. Therapeutically equivalent choices that differ significantly in cost are arranged in ascending order of cost. Unless a higher cost choice is medically necessary, step-care algorithms encourage the preferential use of the lowest priced preferred agent available. Unless a contraindication/failure is demonstrated, the best-priced drug is the preferred initial therapy. The second choice would be the nearest agent in cost and so on. Prior authorization would be required to avoid the desirable order of care unless the use of a more preferred agent (failure) is not present in the patient’s drug claims history.

5. How does a pharmaceutical manufacturer participate in this process?
All pharmaceutical manufacturers have been extended an invitation to offer supplemental rebates. The supplemental rebate program is voluntary on the part of the manufacturer. An offer does not guarantee a product will be placed on the PDL. Correspondingly, the lack of an offer does not necessarily mean that a product will be subject to prior authorization.

6. Are new drugs included on the PDL?
New drugs will be considered non-preferred until the class is once again reviewed. If a new medication is considered unique and has been classified as a priority drug by the FDA, the Office may indicate that this drug is preferred until the class is once again reviewed. Recommendations regarding the PDL status of new medications will be made by GHS at the time of the next review of the relevant therapeutic class. The schedule for these class reviews may be altered if new medications are determined to have a significant clinical and/or economic impact. This process does not apply to new strengths or dosage forms of previously available medications.

7. How does a pharmaceutical manufacturer submit clinical material or other information for consideration by the State?
All such material should be sent to Timothy Clifford MD, the State’s pharmacy medical consultant. Dr. Clifford is located at GHS, 45 Commerce Drive Drive, Suite 5, Augusta, ME, 04332.

8. Can PDL decisions be appealed?
PDL decisions may not be appealed. If a pharmaceutical manufacturer believes that factual information was misrepresented or misunderstood, either by GHS or the drug committee, then the manufacturer may submit documentation supporting their viewpoint. Only documentation from published, peer-reviewed medical journals will be accepted. The Office of MaineCare Services in consultation with GHS will propose re-evaluation of the entire therapeutic class only if the data submitted supports that factual information was, indeed, misrepresented or not considered.

9. How can a pharmaceutical manufacturer or a member of the public present comments to the drug committee?
There will be a minimum 30-minute presentation period at the beginning of each drug committee meeting. This allotted time will be expanded as necessary to allow each manufacturer up to 5 minutes to make a presentation to the Committee. The representative will not be permitted to ask questions of the Committee, the Office of MaineCare Services, or GHS during this time. Handout materials are permitted.

10. How are decisions of the Office communicated to companies and public?
The PDL will be published on the MaineCare OMS website and the linked GHS Pharmacy website. Providers will be notified in writing of any changes made to the PDL in the regularly scheduled quarterly mailings. As usual, any modifications to the PDL involving prior authorizations will allow for a 45-day comment period before implementation.

11. Who are the points of contact at the Bureau and GHS?
At the Office of MaineCare Services, the contact person is Bruce McClenahan, Pharmacy Unit Manager. At GHS, the contact person is Timothy Clifford MD. 

12. What types of questions go to the Bureau and what types to GHS?
All questions regarding the supplemental rebate/PDL process must be directed to GHS.

13. Will patients be required to switch their medications if they are stabilized on a non-preferred drug?
Some medications in certain classes may be considered for “grandfathering”. This means that patients already stabilized on a medication that is not included on the PDL will not require a PA to continue on that medication.

14. How many people are on the drug committee? Who do they represent? How were they chosen?
The drug committee is comprised of eleven members, each of whom is appointed by the
Office Director. Physicians from various specialties (currently cardiology, psychiatry, family practice and geriatrics) and pharmacists are all included on the committee. Other physicians act as consultants to the committee for specific drug class issues but do not sit on the committee as voting members.

15. Are drug committee meetings open to the public?
Yes, a segment of every committee meeting is open to the public. A public announcement of the meetings is made 1-2 weeks prior to the scheduled meeting date. Agendas and meeting minutes are regularly posted on the website (www.ghsinc.com).

16. Is the pricing information confidential?
By law, pricing information is confidential since it involves supplemental rebate data.

17. Are there some therapeutic classes that will be excluded from the PA process?
No. 

18. How often will therapeutic classes be reviewed and changes made to the PDL? Will all manufacturers submit pricing information again?
Most classes will be scheduled for annual reviews. An earlier review may be necessary for new medications, removal of a medication from the market, shortages of a medication, or other significant events. Pharmaceutical manufacturers will be asked to submit supplemental rebate offers at the time of each review involving one of their products.

19. Who makes the final decision as to what drugs are included on the PDL?
The Director of the Office of MaineCare Services is delegated by the Commissioner of the Department of Health and Human Services with the authority to make these decisions.

20. What is the Office’s policy regarding advertising of the preferred products (stickers, sales aids, etc…)?
The Office of MaineCare Services prefers to have their staff review advertising materials. These should be sent to the attention of Bruce McClenahan, Pharmacy Unit Manager, Office of MaineCare Services, 442 Civic Center Drive, Augusta, ME 04330.These types of materials should not indicate that Medicaid is the producer of the advertisement. The Office is not responsible for the accuracy of the materials.


Supplemental Rebate FAQ’s
     
Are manufacturers required to submit supplemental rebate offers?
No. This is voluntary, but as stated in the letter (see CMS website@http://cms.hhs.gov/states/letters/default.asp) sent to State Medicaid Directors by CMS on September 18, 2002, States are allowed to negotiate for supplemental rebates using prior authorization as leverage. In order to accept supplemental rebates States must:
	have an approved supportive state plan amendment and
obtain CMS permission by having their agreements reviewed and 
assure CMS that all rebates will be shared appropriately and
	guarantee access to all covered, prior authorized medications in the manner specified by law. The State’s prior authorization requirements must comply with Section 1927(d)(5) of the Act.

        CMS has assisted Maine in developing and submitting an approvable state plan amendment (based on already approved state plans). Any agreements resulting from this offer process will contain a contingency clause stating that your product's best price and AMP are not affected by state supplemental rebates and will include an attached CMS Exemption Letter, signifying their approval. There will also be a "breach without cause" clause with 90 days notice by either party.


2. Will the State accept offers on entire line of products (a fixed total rebate percentage of all drugs aggregated together)?
Yes. The State will consider offers of this type. However, it would be prudent to make offers in other tiers since the State will analyze offers within drug categories initially. The optimal mix of preferred choices may preclude accepting inflexible product line offers. The State would endeavor to negotiate exceptions.

3. Do we have to bid in all tiers?
No, but some other companies are bidding in all tiers to keep as many options as possible open. 

4. Do we have to submit bids on all our products?
No.

5. Is the initial offer our final offer?
Not necessarily. As long as an initial offer is submitted by the initial deadline, there may be an opportunity for subsequent negotiation. The State must retain some flexibility in structuring the PDL within specific categories. Some categories will be designated Tier 4, meaning there will be multiple equally preferred drugs. Other categories will have a single preferred drug, others a first and a second choice and others a first, second and third choice. Obtaining the best PDL for the State may require negotiation and counteroffers.

6.Will already steeply rebated brands be allowed to compete against generics on a fair basis?
Yes. The aim of the PDL/supplemental rebate process is to create the most cost-effective drug benefit possible. Brand or generic versions will be designated as preferred only after all rebates are considered 

Maine already subjects a number of generics to prior authorization, preferring the brand because of the superior final cost, net of rebates. The State also routinely prior authorizes new generics during the entire time period that they remain more expensive than the brand version.

7. May multi-year bids be offered?
Yes.

8. May conditions and assumptions be included or attached?
Yes.

9. Will fixed net cost guarantees be viewed more favorably?
Yes.

10. What is the State looking to save?
The State, by use of supplemental rebates, prior authorization and other strategies, is required to save approximately $33 million (state and federal) during SFY04. This is about 12% of the anticipated drug budget.

11. Does this supplemental rebate solicitation apply only to the Medicaid population?
Yes. The DEL (Drugs for the Elderly) Program is not included in this proposal.

12. Is there a possibility that existing prior authorizations will be removed?
Yes. The State will evaluate the advantages and disadvantages of any scenario posed. Removing or restructuring utilization controls will be strongly considered depending on the relative merits of each unique situation. 


