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To:  Rep. Ann Pugh, Co-Chair, Health Access Oversight Committee (HAOC) 

  Sen. Jeannette White, Co-Chair, Health Access Oversight Committee (HAOC) 

From:  Joshua Slen, Director 

Date:  September 25, 2007 

Subject: Act 65 Section 110g 

Deficit Reduction Act of 2005:  Federal Upper Limit Impact on Vermont Medicaid 

Pharmacy Reimbursement 

cc: Maria Royle 

 Don Dickey 

 Jen Carbee 

 Lynn Hegamyer 

 Heidi Tringe 

Ann Rugg 

  

 

Act 65 Section 110g states: 

MEDICAID PHARMACY REIMBURSEMENT 

(a)  The office of Vermont health access shall conduct an analysis of the impact of the federal final rule 

revising the federal upper limits for prescription drug reimbursement under the Medicaid program after it 

is implemented by the Centers on Medicare and Medicaid Services.  The analysis shall include 

recommended reimbursement levels and dispensing fees, any appropriation amount necessary to increase 

or maintain the reimbursements and fees to the recommended levels, the revenue impact on the office, and 

specific information on the impact on pharmacies.  The office shall request pharmacies in Vermont to 

provide actual acquisition cost data in the form and format necessary to conduct the analysis.  A pharmacy 

that does not provide the requested information for the analysis may be excluded from receiving any 

recommended increase in reimbursement or dispensing fees. 

(b)  The office shall provide an interim report on its analysis and recommendations to the health access 

oversight committee at its September 2007 meeting and a final report no later than November 15, 2007.  

(c)  As part of its annual report, the health access oversight committee shall provide a recommendation 

on the issues relating to the changes to reimbursement contained in the deficit reduction act to the house 

and senate committees on appropriations for inclusion in the budget adjustment bill and include a 

recommendation that any suggested changes be retroactive to the beginning of the fiscal year.  

Vermont pharmacy programs reimburse for drugs using the lesser of: 

 

� Average Wholesale Price (AWP) minus 11.9% plus the dispensing fee; 

� the Federal Upper Limit (FUL) plus the dispensing fee; 
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� the OVHA Maximum Allowable Cost (MAC) plus the dispensing fee; or 

� the usual and customary charge (U&C) including a dispensing fee. 

 

The Deficit Reduction Act (DRA) of 2005 proposes that the Federal Upper Limit be based on Average 

Manufacturer Price (AMP) which has not been previously used for Medicaid reimbursement.  To date 

manufacturers’ published wholesale prices have been used to establish a ceiling or Federal Upper Limit 

(FUL) for cost reimbursement for generic drugs in federal programs when three or more generic 

equivalents are available.  The DRA methodology will use AMP to establish the FUL for generic (also 

known as multi-source) drugs when two or more equivalents are available. 

 

The impact of this change has been a question since the DRA was passed.  With the University of 

Connecticut School of Pharmacy, the Office of Vermont Health Access prepared the Medicaid Generic 

Reimbursement Reductions and Dispensing Fee Study.  This study was provided to the Legislature in 

January of this year.  At that time it was acknowledged that with the use of generics in Vermont programs 

there could be a change in reimbursement to pharmacies.  However, it was concluded that the full 

potential impact of the DRA could not be determined until federal rules proposed in December 2006 were 

finalized during 2007. 

 

Since this spring OVHA has reviewed the AMP CMS has made available to states since last summer to 

assess if there is any correlation with the FULs currently available.  To date there has been none. 

 

On July 6, 2007, CMS released the final rules for the adoption of average manufacturer price as the basis 

for Medicaid reimbursement of generic drugs.  These rules go into effect on October 1, 2007.  The 

following outlines the highlights of these rules and the key dates the Centers for Medicare and Medicaid 

Services (CMS) have set: 

 

1. The Federal Upper Limits (FULs) for multi-source generic drugs will be calculated based on 

Average Manufacturer Price (AMP). The calculation methodology will change from 150% of the 

lowest average wholesale price (AWP) within a group of equivalents to 250% of the lowest 

average manufacturer price (AMP) within a group of equivalents.   

 

October 1 through October 31, 2007 is the first reporting period for manufacturers to report AMP 

to be used under the regulation.   

 

2. In addition to the change in the FUL calculation’s source data, the number of generics that are 

subject to FUL reimbursement will increase.  Currently, the definition of multi-source drug 

includes drugs that have at least three therapeutically equivalent versions sold by at least three 

suppliers.  Effective October 1, 2007, the definition will change to include drugs where there is at 

least one other drug sold and marketed as a therapeutic equivalent by another supplier.  The 

definition of therapeutic equivalent includes brands, authorized generics and true generics.  The 

expectation is that with this change more drugs will be subject to the FUL calculation. 

 

3. CMS will use the reported AMP to calculate the new FUL for multi-source drugs as defined under 

the regulation. 
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4. The first newly calculated FUL based on the October 2007 AMPs will be made available to states 

by December 30, 2007 and the effective date will be January 30, 2008.  This will be the earliest 

date that pharmacies will see any FUL changes. 

 

The process and time frames set by CMS ultimately mean that Vermont will not be able to estimate the 

impact of this change until the October AMPs are available.  As a result, OVHA will not be able to make 

recommendations for any changes before November 2007.  
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M E M O R A N D U M 

 

 TO: Sen. Susan Bartlett, Chair, Senate Appropriations Committee 

  Rep. Martha Heath, Chair, House Appropriations Committee 

 

CC: Rep. Ann Pugh, Chair, Health Access Oversight Committee 

 Cindy LaWare, Secretary, Agency of Human Services 

 

 FROM: Joshua Slen, Director 

 

 DATE: November 14, 2007 

 

 RE: Act 65 Section 110g: Deficit Reduction Act of 2005:  Federal Upper Limit Impact on  

  Vermont Medicaid FUL/AMP Report 

 

The Office of Vermont Health Access (OVHA) respectfully requests the Joint Fiscal Committee approve 

the delayed filing of the report required by Act 65, Section 110g. 

 

The federal Deficit Reduction Act (DRA) of 2005 proposes that for purposes of Medicaid reimbursement 

for drugs available from multiple manufacturers that an established pricing standard, the Federal Upper 

Limit (FUL), be based on Average Manufacturer Price (AMP).  To date manufacturers’ published 

wholesale prices have been used to establish a ceiling or upper limit for cost reimbursement for multi-

source drugs in federal programs when three or more multi-source equivalents are available.  The DRA 

methodology will use AMP to establish the FUL for multi-source drugs when two or more equivalents are 

available. 

 

Vermont’s Act 65 Section 110g states that the OVHA will analyze the impact of the Centers for Medicare 

and Medicaid Services (CMS) implementation of the final rule revising the federal upper limits (FULs) 

for prescription drug reimbursement.  This analysis is to include: 

 

� recommended reimbursement levels and dispensing fees,  

� any appropriation amount necessary regarding the recommended levels and fees,  

� the revenue impact on OVHA, and 

� information on the impact on pharmacies. 

 

The final analysis was to be presented to the Health Access Oversight Committee no later than November 

15, 2007. (c) so that as part of its annual report, a recommendation could be provided to the house and 

senate committees on appropriations on the issues relating to the changes to reimbursement that might 

impact on the budget adjustment bill. 

 

At the Health Access Oversight Committee meeting on November 13, 2007, OVHA indicated that this 

analysis cannot be completed by the required date because the information supporting the analysis is 
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dependent on CMS establishing the FULs according to the requirements of the final rule.  Those FULs 

will not be available until December 31, 2007. 

 

To date all states believed that they would be able to obtain the components of the calculation in sufficient 

detail to make it possible to determine what the FUL would be on each affected drug.  However, one 

critical piece in the calculation is not available and that is identifying what drugs are in each designated 

“FUL group” to which the calculation applies.  CMS has not provided drug listings by group.  In a 

conference call on October 25
th

 CMS indicated that the groups were not yet finalized and, thus, could not 

be made available.  They further indicated that it appeared unlikely that they will be finalized until the 

first set of new FULs is completed.  The result is that states cannot establish the impact of the change 

between now and then. 

 

At the Health Access Oversight Committee meeting on November 13
th

,  OVHA committed to preparing 

the required analysis and recommendations and providing the report on January 15th, 2008.  Even though 

meeting this deadline hinges on information not available until December 31
st
, OVHA has built an 

analysis model that can determine the impact of this change in this timeframe.  The model identifies all 

drugs by individual NDCs (National Drug Codes).  The model can determine what products the new FUL 

will apply to and compare the new pricing to current pricing.  The model will then apply the resulting 

change to actual utilization to establish the impact. 

 

OVHA has agreed to provide the Health Access Oversight Committee with more details on its analysis 

model including what data will be used and the steps that will occur to develop the analysis at their 

December 11, 2007 meeting.  At that time, OVHA also plans to provide the Committee with a template of 

the report that will be made available from the analysis. 
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 TO: The Health Access Oversight Committee 

 

 FROM: Joshua Slen, Director 

 

 CC: Cynthia D. LaWare, Secretary, Agency of Human Services 

 

 DATE: December 11, 2007 

 

 RE: Analytical Framework:  Federal Deficit Reduction Act of 2005:  Federal Upper 

Limit Impact on Vermont Medicaid Pharmacy Reimbursement 
 

The federal Deficit Reduction Act (DRA) of 2005 proposes that for purposes of Medicaid 

reimbursement for drugs available from multiple manufacturers that an established pricing 

standard, the Federal Upper Limit (FUL), be based on Average Manufacturer Price (AMP).  

AMP is defined as the average unit price paid to the manufacturer for the drug in the United 

States by wholesalers for drugs distributed to “the retail pharmacy class of trade” including cash 

discounts and all other price reductions unless otherwise excluded by law or regulations. 

 

To date manufacturers’ published wholesale prices have been used to establish a ceiling or upper 

limit for cost reimbursement for multi-source drugs in federal programs when three or more 

multi-source equivalents are available.  The DRA methodology will use AMP to establish the 

FUL for multi-source drugs when two or more equivalents are available. 

 

Vermont’s Act 65 Section 110g states that the Office of Vermont Health Access (OVHA) will 

analyze the impact of the Centers for Medicare and Medicaid Services (CMS) implementation of 

the final rule revising the federal upper limits (FULs) for prescription drug reimbursement.  This 

analysis is to include: 

 

� recommended reimbursement levels and dispensing fees,  

� any appropriation amount necessary regarding the recommended levels and fees,  

� the revenue impact on OVHA, and 

� information on the impact on pharmacies. 

 

The final analysis was to be presented to the Health Access Oversight Committee no later than 

November 15, 2007.  At the Health Access Oversight Committee meeting on November 13, 

2007, OVHA indicated that this analysis could not be completed by the required date because the 

information supporting the complete and accurate analysis is dependent on CMS establishing the 

FULs according to the requirements of the final rule including all the exceptions and conditions.  

Those FULs will not be available until December 31, 2007. 

 

While the components of the process that CMS will utilize in establishing the new pricing are 

known and are listed below, it is not possible, prior the final release of information by CMS, to 

accomplish an accurate estimate of the impact on Vermont. 
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1. Identify affected drugs using the FDA Orange Book where 

a. There are at least two (2) equivalent multiple source drugs ("A" rated drugs; that is, 

considered bioequivalent to the original brand-name drug) and 

b. The drugs have at least two (2) market suppliers. 

2. Apply methodology 

a. Establish at 250% of lowest AMP in the FUL “group” (the 250% adjustment is intended 

to reflect the costs and revenue expectations of wholesalers in providing the drugs to 

pharmacies and pharmacies in dispensing them to the public). 

b. Exclude 

i. Terminated drugs (no longer available in the market), 

ii. Outlier AMPs (where AMP if less than 40% of the next lowest AMP in the FUL 

“group”), and  

iii. "B" rated drugs (“B” rated; that is, have not been demonstrated to be bioequivalent by 

in vivo test). 

 

To illustrate the application, the following might represent the establishment in a FUL “group” 

with three drugs: 

 

� AMP #1 $  3.90 

� AMP #2 $10.00 

� AMP #3 $15.00 

 

The FUL for each drug in the group would be set based on drug #2 because the lowest drug in 

the group (drug #1) is an outlier at less than 40% of drug #2.  The FUL for the whole group 

would be 250% of drug #2 or $25.   

 

The critical piece in the application of the process that has not been available is identifying what 

drugs are in each designated FUL “group” to which the methodological process applies.  At last 

report in November, OVHA indicated that in a conference call on October 25
th

 CMS indicated 

that the groups were not yet finalized and, thus, could not be made available.  They further 

indicated that it appeared unlikely that the groups would be fully finalized until the first set of 

new FULs was completed.  The final list of FULs will become available on December 31, 2007. 

 

OVHA is committed to preparing the required analysis and recommendations and providing the 

report on January 15th, 2008, even though meeting this deadline hinges on information not 

available until December 31
st.  
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The Analytic Framework to be Utilized by OVHA:   

 

The OVHA model for estimating the impact will organize drugs by the FUL groups.   

 

Within the groups all affected multi-source drugs will be identified by individual NDCs 

(National Drug Codes) with actual data on drug claims paid by Vermont’s programs on those 

NDCs in the fourth quarter of calendar year 2007.  Details captured or calculated on all NDCs 

will include: 

 

� NDC 

� Product name 

� Group number 

� Rx’s (number of scripts)   

� Total quantity (units) 

� Total ingredient cost paid 

� Average ingredient cost per quantity 

� New FUL (as newly established by CMS) 

� Lower price per quantity (identified as pricing methodology) 

 

The average ingredient price will be reported based on how it was priced at the time the claim 

was priced using the pricing methodology used by Vermont programs to pay for drug 

ingredients.  This is the lesser of: 

 

� Average Wholesale Price (AWP) minus 11.9%  

� FUL  

� Maximum Allowable Cost (MAC) where established on multi-source drugs  

� The pharmacy’s billed usual and customary (U&C) charge for ingredients (the U&C 

adjusted to account for a dispensing fee reflected in the U&C) 

 

The model will then apply on an NDC level for those NDCs impacted the new FUL price per 

unit to the total quantity in the analysis period.  Comparing the result to what was paid under the 

old pricing results in the difference between the old and the new. 

  

Reported will be the same information as above adding: 

 

� Calculated new FUL ingredient cost for quantities dispensed 

� Difference in ingredient cost as priced when processed and when priced with new FUL 

 

The model will then summarize the details of the analysis reporting: 

 

� NDCs and claims 

� NDCs and claims where current pricing is less than the new FUL and the percentage of 

totals 
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� NDCs and claims where current pricing is more than the new FUL and the percentage of 

totals 

� NDCs and claims where current pricing is less than the new FUL and the percentage of 

totals and the breakdown of those by pricing methodology 

� Summary estimated financial impact 

 

To illustrate, attached is a template of the planned report that will be made available from this 

analysis.   

 

While this will serve as the first report of impact on pharmacies, in time, the real impact will 

change.  CMS has indicated that the purpose of this rule is to allow Medicaid to pay more 

appropriately for prescription drugs and to bring transparency to drug prices.  In the process 

CMS expects the FULs to be more meaningful in reflecting reasonable pricing.  It has been 

reported that initially the affect might seem dramatic because pharmacies may be stocking 

products where costs are at the high end of the FUL group.  However, it is believed by CMS that 

in a short time pharmacies will opt to choose products available from wholesalers/suppliers at or 

below the FUL price for the group. 

 

National federal Medicaid savings estimates as a result of FUL are $8 billion nationally over five 

years.  With an expected shift to lowest cost products within therapeutic groups CMS anticipates 

that while this will be a 5.6% reduction in Medicaid drug spending, this will only result in a 1% 

reduction in drug revenue to retail pharmacies.  Thus, CMS is cautioning states in two areas, 

adjusting reimbursement to accommodate individual drug prices and immediately changing 

dispensing fees to make up for  identified losses in ingredient reimbursement. 

 

The regulations expressly indicate that FUL pricing applies in the aggregate to all FUL drug 

expenditures.  This means that the payment for individual drugs may be reimbursed at a level 

different from the limits established but the payment of all affected multi-source drugs cannot 

vary from the required FUL calculation in the aggregate. 

 

CMS has indicated to states that Medicaid State Plan Amendments will need to be submitted and 

approved on dispensing fee changes and CMS has indicated that such proposals must be justified 

for reasons other than changes in pharmacy revenues. 
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NDCs Impacted by New FUL change

NDC Product Name Group Number Rx's Total Qty

 Total Ingred Cost 

Paid 

 Avg Ingred Cost 

per Qty New FUL

Lower Price per 

Qty

New FUL Ingred 

Cost

Difference in 

Ingred Cost

All NDCs

NDC Product Name Group Number Rx's Total Qty

Total Ingred Cost 

Paid

Avg Ingred Cost 

per Qty New FUL

Lower Price per 

Qty

Q4 2007 Data Q4 2007 Data

Where New FUL is less than MHP Utilization Pricing

#  -- Multi-source Only

# % Total % to Total
# % NDCs # %

Rx's # %

Total # of Claims -- Multi-source Only # Price Type Breakout Rx's % of Rx's

# of Claims where MHP Utilization Pricing was less than New FUL # % AWP # %
# of Claims where New FUL was less than MHP Utilization Pricing # % FUL # %

MAC # %
U&C # %

Totals 0 %

MHP = MedMetrics Health Partners
New FUL = FUL group price calculated at 250% of the AMP of the NDC Estimated Financial Impact

 that has the lowest AMP in the FUL group Rx's MHP Utilization Pricing FUL Pricing Difference in Ingred Cost

Rx's # $ $ $
0 $0.00 $0.00 $0.00

# of NDCs where New FUL was less than MHP Utilization Pricing

Office of Vermont Health Access 
AMP Analysis

Total NDCs with Utilization -- Multi-source Only

# of NDCs where MHP Utilization Pricing was less than New FUL
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 TO: Sen. Susan Bartlett, Chair, Senate Appropriations Committee 

  Rep. Martha Heath, Chair, House Appropriations Committee 

   

 CC: Rep. Ann Pugh, Chair, Health Access Oversight Committee  

  Cynthia D. LaWare, Secretary, Agency of Human Services 

 

 FROM: Joshua Slen, Director 

 

 DATE: January 15, 2008 

 

 RE: Act 65 Section 110g Analysis:  Federal Deficit Reduction Act of 2005:  Federal Upper  

  Limit Impact on Vermont Medicaid Pharmacy Reimbursement 

 

  

 

The federal Deficit Reduction Act (DRA) of 2005 proposes that, for purposes of Medicaid reimbursement 

for drugs available from multiple manufacturers, an established pricing standard – the Federal Upper 

Limit (FUL) – be based on Average Manufacturer Price (AMP).   

 

Vermont’s Act 65 Section 110g states that the Office of Vermont Health Access (OVHA) will analyze the 

impact of the Centers for Medicare and Medicaid Services (CMS) implementation of the final rule 

revising the federal upper limits (FULs) for prescription drug reimbursement.  This analysis is dependent 

on CMS establishing the FULs according the requirements of the final rule.  Those FULs were scheduled 

to be available on December 31, 2007. 

 

On November 7, 2007,
 
the National Association of Chain Drug Stores (NACDS) and the National 

Association of Community Pharmacists (NCPA) filed a lawsuit against CMS and the U.S. Department of 

Health and Human Services regarding this change. On November 15, 2007 the NACDS and the NCPA 

filed a preliminary injunction motion with the United States District Court for the District of Columbia to 

block its implementation. 

 

On December 14, 2007 a hearing was held and the court issued a preliminary injunction that forbids the 

disclosure of data on the AMPs and also forbids the implementation of any reimbursement cuts. This 

order was issued on December 19, 2007. On December 21, 2007, CMS notified states that the AMPs 

would not be provided to Medicaid State Agencies and that AMPs would not be used in the calculation of 

the FUL until further notice. Copies of the order and the CMS letter are attached here for reference. 

 

As a result of these actions, the analysis proposed in response to Act 65 Section 110g cannot be 

completed until the necessary information can be made available. 

 

Attachments:  AMP Federal Court Order 12/19/2007 

    CMS Response to Federal Court Order 12/21/07 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop S2-14-26 
Baltimore, Maryland 21244-1850 
 
Center for Medicaid and State Operations 
Disabled and Elderly Health Programs Group (DEHPG) 
 
 
 
December 21, 2007 
 
Dear State Medicaid Directors, 
 
The United States District Court for the District of Columbia has issued a preliminary injunction 
that enjoins CMS from implementing the final rule with comment concerning Average 
Manufacturer Prices (AMPs) to the extent that it affects Medicaid reimbursement rates for retail 
pharmacies under the Medicaid program. The order also enjoins CMS from disclosing AMP data 
to certain individuals or entities, including States or their representatives. A copy of the Order is 
attached to this letter.  
 
As a result of this preliminary injunction, CMS will not be posting AMPs or Federal Upper 
Limits (FULs) on our website in late December 2007 despite the schedule we provided for such 
postings when the final rule with comment was published on July 17, 2007.  Consequently, the 
schedule for States to implement the new FULs will be delayed until further notice.  In addition, 
CMS is suspending the sending of monthly files of AMPs to States.  
 
The preliminary injunction does not affect the use of AMP as defined in the July 17, 2007 final 
rule with comment for purposes of the Medicaid drug rebate program.  Therefore, drug 
manufacturers will continue to report AMPs in accordance with the provisions of the July 17, 
2007 rule and CMS will continue to issue unit rebate amounts (URAs) to the States based on the 
quarterly manufacturer submissions. 
 
 
 

Sincerely, 
 

 
Gale P. Arden 
Director 
 
 

Attachment
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cc: 
 
CMS Regional Administrators 
 
CMS Associate Regional Administrators 
    for Medicaid and State Operations 
 
Martha Roherty      
Director, Health Policy Unit 
American Public Human Services Association 
 
Dennis Smith 
Director 
Center for Medicaid & State Operations 
 
Bill Lasowski 
Center for Medicaid & State Operations 
 
David Hoskins 
Office of General Council 
 
Winnie Pizzano 
Office of External Affairs 
 
Susan McNally 
Office of Legislation 
 
Laura Caliguiri 
Office of the Secretary 
 
Deirdre Duzor 
Director, Division of Pharmacy 
Disabled & Elderly Health Programs Group 
 
Larry Reed 
Technical Director, Division of Pharmacy 
Disabled & Elderly Health Programs Group 
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To:  Rep. Ann Pugh, Co-Chair, Health Access Oversight Committee (HAOC) 

  Sen. Jeannette White, Co-Chair, Health Access Oversight Committee (HAOC) 

 

From:  Joshua Slen, Director 

 

Date:  July 24, 2007 

 

Subject: Grievance & Appeal Database Fields & Reporting 

 

cc: Maria Royle 

 Don Dickey 

 Lynn Hegamyer 

 Esther Perelman 

  

 

At the Health Access Oversight Committee (HAOC) meeting on July 10, 2007, the HAOC asked about 

the type of data being tracked in the Grievance and Appeal Database and the reporting that will be 

generated based on that data.   

 

First, the attached document “Grievance & Appeal Database Fields” lists the fields that comprise the 

Grievance and Appeal Database.  To the extent possible, the State will compile the relevant data to 

complete the database fields and thus retain a comprehensive record. 

 

Second, reports can be generated based on most of the database fields.  For internal purposes, reports will 

indicate all of the necessary information to reach an informed decision.  However, because of the 

sensitivity and confidentiality of much of the data in the database, reporting to the Legislature will be 

done in the aggregate and will exclude fields where an individual or group of individuals can be 

identified.   

 

A report to the Legislature may contain such reporting elements as: number of grievances, appeals, and 

fair hearings; types of issues; and resolutions. Report formats are currently being developed.  Reports will 

be issued to the Legislature every six months (per Act 65) with the first report due to the Legislature in 

January 2008 for the period July 1, 2007 – December 31, 2007. 

 

 

 

 

 

 

 

Enc. Grievance & Appeal Database Fields 




