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What GAQ Found 
Current rebate program oversight does not ensure that manufacturer- 
reported prices or price determination methods are consistent with program 
criteria specified in the rebate statute, rebate agreement, and Centers for 
Medicare & Medicaid Services (CMS) program memoranda. In administering 
the program, CMS conducts only limited checks for reporting errors in 
manufacturer-reported drug prices. In addition, CMS only reviews the price 
determination methods when manufacturers request recalculations of prior 
rebates. In four reports issued from 1992 to 2001, the Department of Health 
and Human Services' (HHS) Office of Inspector General (OIG) identified 
several factors that limited its ability to venfy the accuracy of drug prices 
reported by manufacturers, including a lack of clear guidance on how AMP 
should be calculated. In some cases, OIG found problems with 
manufacturers' price determination methods and reported prices. However, 
CMS has not followed up with manufacturers to make sure that the 
identified problems with prices and methods have been resobed. 

There was considerable variation in the methods that manufacturers used to 
determine best price and AMP, and some methods could have reduced the 
rebates state Medicaid programs received. Manufacturers are allowed to 
make assumptions when determining best price and AMP, as long as they are 
consistent with the law and the rebate agreement. The assumptions often 
involve the treatment of discounts and other price reductions in best price 
and AMP. Some manufacturers combined price reductions associated with 
particular sales in their price determination methods, while others 
accounted for the reductions separately. Separate treatment of the 
reductions resulted in rebates to states that in some cases were lower than 
they would have been had the reductions been considered together. Some 
manufacturers made assumptions that diverged from the rebate agreement 
and CMS program memoranda that could have raised rebates. States could 
have to repay any excess rebates if manufacturers revise their assumptions 
and request recalculations of prior rebates. 

The rebates that manufacturers pay to states are based on prices and 
financial concessions manufacturers make available to entities that purchase 
their drugs but may not reflect certain financial concessions they offer to 
other entities. In particular, the rebate program does not clearly address 
certain manufacturer payments that are negotiated by pharmacy benefit 
managels (PBM) on behalf of third-party payers such as employer-sponsored 
health plans and other health insurers. These types of financial arrangements 
are relatively new to the market. CMS's guidance to manufacturers has not 
clearly stated how manufacturers should treat these payments in their 
determinations of best price and AMP. Within the current structure of the 
rebate formula, additional guidance on how to account for these payments 
to PB& could affect the rebates paid to states, although whether rebates 
would increase or decrease as a result, and by how much, is uncertain. 
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AMP average manufacturer price 
CMS Centers for Medicare c9r- Medicaid Services 
DOJ Department of Justice 
HHS Department of Health and Human Services 
HMO health maintenance organization 
OIG Office of Inspector General 
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United States Government Accountability Office 
Washington, DC 20548 

February 4,2005 

The Honorable Henry A. Waxman 
Ranking Minority Member 
Committee on Government Reform 
House of Representatives 

The Honorable Charles E. Grassley 
Chaiman 
Committee on Finance 
United States Senate 

Prescription drug spending accounts for asubstantial and growing share 
of state Medicaid program outlays.' The Omnibus Budget Reconciliation 
Act of 1990 established the Medicaid drug rebate program2 to help control 
Medicaid drug spending. Under the rebate program, pharmaceutical 
manufacturels pay rebates to states as a condition for the federal 
contribution to Medicaid spending for the man~fact~urers' outpatient 
prescription drugs. In fiscal year 2002, Medicaid drug expenditures were 
$29.3 billion out of $258.2 billion in total Medicaid spending? under the 
rebate program, manufacturers paid rebates to states of about $5.6 billion 
for covered outpatient drugs.* In recent years, concerns have been raised 
about increasing Medicaid spending on prescription drugs. Medicaid drug 
spending increased at an annual average rate of 19 percent from fiscal year 

'~edicaid  is a jointly funded federal-state health care program that covers certain low- 
income families andlow-income individuals who are aged or disabled. States have latitude 
within federal guidelines to design their individual Medicaid programs with respect to 
eligibility, services, and payment. Although prescription drug coverage is included at  states' 
discretion, all state Medicaid programs include drug coverage. 

2 ~ u b .  L. No. 101-508, $4401, 104 Stat. 1388, 1388143-161 {codified at  42 U . S .  Cj1396r-8 
(2000)). All states and the District of Columbia participate in the Medicaid drug rebate 
program, except for Arizona. 

3 ~ t a t e  Medicaid programs do not purchase drugs directly but rather reimburse pharmacies 
when they dispense covered outpatient drugs to Medicaid beneficiaries. These payments, 
which include an  amount to cover the cost of acquiring the drug as well as a dispensing fee, 
are calculated wing state-specific payment formulas. 

g his rebate amount includesthe three types of rebates included in the Medicaid drug 
rebate program: the "basic" rebate for brand name drugs, the "additional" rebate for brand 
name drugs, and the rebate for generic drugs. 
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2000 to 2002, while Medicaid spending as awhole grew 12 percent 
annually during that period." 

n'Ieclicaid rebates for brand name outpatient. drugs are calculated with two 
prices that participawg manufacturers must report to  the federal 
government for each drug: the "best price" and the "average manufacturer 
price" (AMP). Best price and AMP represent prices that are available from 
manufacturers to entitties that purchase their drugs. Best price for a drug is 
the lowest price available from the manufactsurer to  any purchaser, with 
some exceptions. AMP for a drug is the avemge price paid to a 
manufacturer by wholesalers for drugs distributed to the retail p h m a c y  
class of trade. Both best price and AMP must reflect certain financial 
concessions, such as discounts, that are available to drug purehasem. The 
basic Medicaid rebae for a b m d  name drug equals the number of units of 
the drug paid for by the state Medicaid program multiplied by the basic 
"unit rebate amount" for the drug, which is either the difference between 
best price and AMP, or 15.1 percent of AMP, whichever is greaterW6 The 
closer best price is to AMP, the more hkely the rebate will be based on 
15.1 percent of AMP-the m m u m  rebate amount. 

The Centers for Medicare & Medicaid Services (CMS); an agency of the 
Department of Health and Human Services (HHS), administers and 
oversees the rebate program, entering into rebate agreements with 
rnani~facturers,~ collecting and reviewing manufacturer-reported best 
prices a.nd AMPS, and providing ongoing guidance to manufacturers and 
states on the program. The Secretary of Health and Hurnan Services, by 
law, may verify manufacturer-reported prices and has delegated that 
authority to HHS's Office of Inspector General (OIG). OIG regularly 

'since fiscal year 1995, the amount that manufacturers have paid in rebates has risen along 
with the increase in Medicaid drug spending; rebates, a s a  percentage of Medicaid drug 
spending, fluctuated from about 17 percent to just over 19 percent of spending between 
fiscal years 1995 and 2002. 

 his report focuses on the basic rebate for brand name drugs, not the additional rebate for 
brand name drugs-which occurs when a brand name drug's AMP rises faster than 
inflation, as measured by changes in the consumer price index-or the rebate for generics. 
The total unit rebate amount for a brand name drug includes the basic rebate and any 
additional rebate. 

7~~~ was known as the Health Care Financing Administration until July 1,2001. In this 
report, we refer to the agency as CMS when discussing agency actions. 

8 ~ h e  rebate agreement i s a  standard contract between CBIS and each manufacturer that 
governs manufacturers' participation in the rebate program, providing, among other things, 
definitions of key terms. 
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conducts audits, evaluations, and investigations pertaining to HHS 
p r o m s .  

Recent litigation has highlighted the importance of the accuracy of prices 
manufacturers report to CMS and the rebates they pay to states. Since 
2002, several manufacturers have agreed to mike payments to settle 
allegations that they underpaid rebates to states by reporting inaccurate 

You asked us to study the Medicaid drug rebate program. We are reporting 
on (1) f e d e d  oversight of manufacturer-reported best prices and AiYIPs 
and the methods manufacturers used to determine those prices, (2) how 
manufacturers' methods of determining best price and AMP could have 
affected the rebates they paid to state Medicaid programs, and (3) how the 
rebate program reflects financial concessions available in the private 
market. 

To report on the oversight of manufacturer-reported prices and methods, 
we reviewed the rebate statute, the standard rebate agreement, CMS 
p r o g m  memoranda, and OIG reports on the rebate program. We also 
interviewed officials from CMS and OIG. To assess how manufacturers' 
price determination methods could have affected rebate amounts, we 
reviewed the pricing methodologies for the 13 manufacturers that 
accounted for the highest Medicaid expenditures in the last two quarters 
of 2000. We compared manufacturers' methods of determining best price 
and AMP to the rebate statute, rebate agreement, and relevant CMS 
p r o g m  memoranda In addition, we examined sales transaction data 
provided by these manufacturers. We received data for the 10 brand name 
drugs that produced the highest Medicaid expenditures for the last two 
quarters of 2000 for each manufacturer, as well as data for 5 additional 
frequently prescribed brand name drugs-135 drugs in total. We examined 
the sales transaction data to understand how manufacturers implemented 
their price determination methods and to calculate the impact of 
manufacturer practices on rebates. Because we purposely selected 
manufacturers and drugs that accounted for alarge share of Medicaid drug 

 or example, according to the Department of Justice (DOJ), in 2003 one manufacturer 
agreed to pay $88 million to settle allegations raised by DOJ under the False Claims Act 
that it had underpaid Medicaid rebates due to states by repontjng inaccurate best price 
information for two of its drugs. In 2004, another manufacturer agreed to pay $345 million 
in connection with allegations that it had underpaid rebates for one of its drugs by failing to 
properly report best price. 
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spending, t-he results of our analysis cannot be generalized. To examine 
how the rebate program reflects financid concessions available in  the 
private market, we reviewed the rebate statute, the standard re bate 
agreement, and CMS program memorandq market litemt~ire; and recent 
financial statements of three large pharmacy benefit managers (PBM), 
whch  manage prescription drug benefits for tkird-party payers. 

We determined that the manufacturers' sales transaction data were 
sufficiently reliable for the purposes of this report. To a s s e s  the reliability 
of the data, we (1) confirmed that the data included the elements we 
requested and were consistent with provided documentation; (2) reviewed 
related documentation, including each manufacturer's price determination 
methods; and (3) worked with individual manufacturers' Medicaid drug 
rebate program personnel to identlfy any data problems. We also 
compared the prices we calculated from the sales transaction data to the 
prices manufacturers reported to CMS for the relevaat quarter. It was not 
feasible to compare the reported sales &insaction data with their source 
documentation, such as invoices, because of the large volume of sales 
transactions associated with the drugs in our sample. We do not report 
data in a manner that would aJlow the identification of a specific 
manufacturer or drug. We performed our work from December 2003 
through January 2005, in accordance with generally accepted government 
auditing standards. 

Results in Brief Current rebate program oversight does not ensure that manufacturer- 
reported prices or price determination methods are consistent with 
program criteria as specified in the rebate statute, rebate agreement, and 
CMS program memoranda. CMS conducts only limited checks for 
reporting errors in manufacturer-reported drug prices. firtherrnore, the 
agency does not g e n e d y  review the methods and underlying assumptions 
that manufacturers use to determine best price and AMP. Rather, CMS 
reviews manufacturers' price determination methods only when they 
request recalculations of prior rebates. In four reports issued from 1992 to 
2001, OIG stated that its review efforts were hampered by unclear CMS 
guidance on how manufacturers were to determine AMP, by a lack of 
manufacturer documentation, or by both. In some cases, OIG found 
problems with manufacturers' price determination methods and reported 
prices. However, CMS has not followed up with manufacturers t o  rnake 
sure that the identified problems with prices and price determination 
methods have been resolved. 
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There was considerable variation in the methods that manufacturers used 
to determine best price and AMP, and some methods could have reduced 
rebates to state Medicaid programs. Manufacturers are allowed to  make 
reasonable assumptions when determining best price and AMP, as long as 
those assumptions are consistent with the law and the rebate agreement,. 
The assumptions often pertain to the tr'msactions, including discounts and 
other price reductions, that are considered when determining best price 
and AMP. In determining best price and AMP, some manufacturers did not 
combine the price reductions associated with certain transactions 
involving prompt payment disco~nt~s. This resulted in rebates to  states that 
in some cases were lower than they would have been had these 
manufacturers combined such price reductions as other manufacturers 
did. In addition, some manufacturers made assumptions that d i v e ~ e d  
from the rebate agreement and CMS program memoranda that could have 
raised rebates. States may have to repay any excess rebates if 
manufacturers later revise their assumptions and request recalculations of 
prior rebates. 

The rebates that manufacturers pay to states are based on a range of 
prices and financial concessions that they make available to  entities that 
purchase their d r u g  but may not reflect certain financial concessions they 
offer to other entities in today's complex market. In paxticular, the rebate 
program does not clearly address certain manufacturer payments that are 
negotiated by PBMs on behalf of third-party payers such as employer- 
sponsored health plans and other health insurers. These types of financial 
arrangements are a relatively new development in the market. CMS's 
guidance to manufacturers has not clearly stated how manufacturers 
should treat these payments in their determinations of best price and AMP. 
Within the current structure of the rebate formula, additional CMS 
guidance on how to account for these payments to PBMs could affect the 
rebates paid to states, although whether rebates would increase or 
decrease as a result, and by how much, is uncertain. 

To help ensure that the Medicaid drug rebate program is achieving its 
objective of controlling states' Medicaid drug spending, we recommend 
that. the Administrator of CMS issue clear guidance on manufacturer price 
determination methods and the definitions of best price and AMP, and 
update such guidance as additional issues arise. We also recommend that 
the Administrator implement, in consultation with OIG, systematic 
oversight of the price determination methods employed by pharmaceutical 
manufacturers and aplan to ensure the accuracy of manufacturer-reported 
prices and rebates to  states. 
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In its comments on a draft of this report, HHS agreed with the importance 
of guidance to manufacturers, but disagreed with our conclusion that 
tohere has been inadequate progxrn oversight. W e  the draft report cited 
oversight activities HHS has undertaken, we believe that its oversight does 
not adequately ensure the accuracy of manxfac turer-reported prices a-td 
rebates paid to states. The manufacturers that supplied data for this report 
reviewed sections of the draft report and provided o l d  comments. Some 
of the manufacturers raised concerns about our discussion of certain 
methods they used to determine rebates. In response to the 
manufacturers' concerns, we clarified our discussion of manufacturers' 
price determination methods. 

Background The Medicaid drug rebate program provides savings to  state Medicaid 
programs through rebates for outpatient prescription drugs that are based 
on two prices per drug that manufacturers report to CMS: best price and 
AMP. These manufacturer-reported prices are based on the prices that 
manufacturers receive for their drvgs in the private market and are 
required to reflect certain financial concessions such as discounts. 

Features of the Private Pharmaceutical manufacturers sell their products directly to a variety of 
Pharmaceutical Market purchasers, including wholesalers, retailem such as chain pharmacies, and 

health care providers such as hospitals that dispense drugs directly to 
patients. The prices that manufacturers charge vary across purchasers. 
The private market also includes PBMs, which manage prescription drug 
benefits for third-party payers such as employer-sponsored health plans 
and other health insurers.'' PBMs may negotiate payments from 
manufacturers to help reduce third-parky payers' costs for prescription 
drugs; those payments may be based on the volume of drugs purchased by 
the payers' enrollees. PBM;s also may operate mail-order pharmacies, 
purchasing drugs from manufacturers and delivering them to their clients' 
enrollees. 

The m o u n t  a manufacturer actually realizes for a drug is not always the 
same as the price that is paid to the manufacturer at the time of sale. 
Manufacturers may offer purchasers rebates or discounts that may be 

10 See GAO, Federal Emplogees' H e d t h  Benefits: mfec t s  of Using Pharmacy Benefit 
Managers o n  Health Plans, Enrollees, and Pharmacies, !;At' 1x3 I!i6 (Washington, D.C.: 
Jan. 10,2003). 
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realized after the initial sale, such as those based on the volume of drugs 
the purchasers buy during a specified period or the timeliness of t,heir 
payment. In some cases, purchasers negotiate a price with the 
manufacturer that is below what a wholesaler pays the rr~anufacturer for a 
given drug. In such a circumstance, a wholesaler may sell the drug to the 
purchaser at the lower negotiated price and then request from the 
manufacturer a "chargeback-the difference between the price the 
wholesaler paid for the drug and the purchaser's negotiated price. 

The Medicaid Drug Rebate The statute governing the Medicaid drug rebate program and the standard 
Program rebate agreement that CIlIS signs with each manufacturer define best price 

and AMP and speclfy how those prices are to be used to determine the 
rebates due to states. In the absence of program regulations," CMS has 
issued program m e m ~ r n d a ' ~  in order to provide further guidance to 
manufacturers regarding how to determine best price and AMP, some of 
which were in response to questions that arose r e g d i n g  the methods that 
manufacturers were using to determine those prices.13 The rebate 
agreement states thak in the absence of specific guidance on the 
determination of best price and AMP, manufacturers may make 
"reasonable assun~ptions" as long as those assurnptions are consistent 
with the "intent" of the law, regulations, and the rebate agreements1* As a 
result, price determination methods may vary across manufacturers, 
particularly with respect to which transactions they consider when 
determining best price and AMP. 

11 In 1995, CMS issued a proposedrule for implementation of the drug rebate program, 
which included provisions regarding best price, AMP, and manufacturer reporting 
requirements. See 60 Fed. Reg. 48442 (1995). Only a portion of that rule-concerning the 
length of time manufacturers are able to report price adjustments to CMS and how long 
they must retain documentation of their reported prices-has beenissued in final form. See 
68 Fed. Reg. 51912 (203.3). 

1 2 A s  of October 2001, CMS had issued a total of 65program memoranda--also called 
"program releasesn-to manufacturers to provide guidance on a range of issues relating to 
the rebate program. 
13 Several memoranda address whether prices to certain types of health care providers 
should be considered in determining best price or AMP, for example. CMS also responds to 
questions from individual manufacturers o n a  case-by-case basis. In addition, the agency 
provides an operational training guide and training for manufacturers and states on 
resolving disputes over state-reported drug utilimtion information used to calculate rebate 
amounts. 

'?'he rebate agreement also requires manufacturers to maintain records of their 
assumptions. 
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Under the rebate statute, best price is the lowest price availa.ble from the 
manufacturer to any wholesaler, retailer, provider, health maintenance 
oqpnization (HMO), or nonprofit or government entity, with some 
exceptions.15 Best price is required to be reduced to account for cash 
discounts, free goods that are contingent on purchase requirements, 
volume discounts and rebates (other than rebates under this program), as 
well as---according to the rebate agreement and a CMS program 
memoranduln-cumulative discounts and any other m g e m e n t s  that 
subsequently adjust the price actually realized. Prices charged to certain 
federal purchasers,'%ligible state pharmaceutical assistance programs and 
state-run nursing homes for veterans, and certain health care facilities- 
including those in underserved areas or serving poorer populations-are 
not considered when determining best price. Prices available under 
endorsed Medicare discount card programs, as well as those negotiated by 
Medicare prescription drug plans or certain retiree prescription drug 
plans, are sirdaxly excluded from best price. Nominal prices-prices that 
are less than 10 percent of MP-&o are excluded from best price. 

AMP is defined by statute as the average price paid to a manufacturer for 
the drug by wholesalers for drugs distributed to  the retail pharmacy class 
of trade.'7 The transactions used to calculate AMP are to reflect cash 
discounts and other reductions in the actual price paid, as well as any 
other price adjustments that affect the price actually realized, according to 
the rebate agreement and a CMS program mem~randurn. '~ Under the 
rebate agreement, AMP does not include prices to government purchasers 
based on the Federal Supply Schedule, prices from direct sales to 
hospitals or HMOs, or  prices to wholesalers when they relabel d r u ~  they 
purchase under their own label. 

15 See 42 U.S.C. S1396r-8(c)(l)(C). The rebate agreement further defines best price as the 
lowest price a t  which the manufacturer sells the drug to any purchaser in any pricing 
structure, including capitated payments, with some exceptions. 
16 Sales made through the Federal Supply Schedule are not consideredin determining best 
price, nor are single-award contract prices of any federal agency, federal depot prices, and 
prices charged to the Department of Defense, Department of Veterans Affairs, Indian 
Health Service, and Public Health Service. 

17see 42 U.S.C. 1396r-8(k)(l). The statute states that customary prompt payment discounts 
are to be subtracted from prices used to calculate AMP. There i sno definition in the statute 
for "retail pharmacy class of trade." 

" ~ n d e r  the rebate agreement, AMPis calculated as net sales divided by unitssold, 
excluding free goods (i.e., drugs or any other items given away, but not contingent on any 
purchase requirements). 
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The relationship between best price and AMP determines the unit rebate 
amount and, thus, the size of the rebate that states receive for a brand 
name drug. The basic unit rebate amount is the larger of two values: the 
difference between best price and AMP, or 15.1 percent of AMP." The 
closer best price is to AMP, the more likely the rebate for a drug will be 
based on the minimum amount-15.1 percent of AMP-rather than the 
difference between the two values. A state's rebate for a drug is the 
product of the unit rebate amount and the number of units of the drug paid 
for by the stsate's Medicaid program. In 2000, rebates were based on the 
rninimum amount for about half of the brand name drugs covered under 
the rebate program; for the remaining drugs, rebates were based on the 
difference between best price and AMP. 

Manufacturers pay rebates to .states on a quarterly bask. They are required 
to report best price and AMP for each drug to CMS within 30 days of the 
end of each calendar quarter. Once CMS receives this information, the 
agency uses the rebate formula to calculate the unit rebate amount for the 
smallest unit of each drug, such as a tablet, capsule, or ounce of liquid. 
CMS then provides the unit rebate amount to  the states. Each state 
determines its Medicaid utilization for each covered drug-as measured by 
the total  umber of the srnallest units of each dosage form, strength, and 
package size the state paid for in the quarter-and reports this information 
to the manufacturer within 60 days of the end of the quarter. The 
manufacturer then must compute and pay the rebate m o u n t  to each state 
within 30 days of receiving the utilization information. 

Manufacturers are required to report price a u s t m e n t s  to CMS when there 
is a change in the prices they reported for a prior quarter. These 
adjustments may result from rebates, discounts, or other price changes 
that occur after the manufacturers submit prices to CMS. Manufacturers 
also may request that CMS recalculate the unit rebate amounts using 
revised prices if they determine that their initially reported prices were 
incorrect due to, for example, improper inclusion or exclusion of certain 
transactions. In 2003, CMS issued afinal rule that, effective January 1, 

19 See 42 U.S.C. 31396r-8(c)(l). 
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2004, limits the time for manufacturers to report any price adjustments to 
3 years after the quarter for which the original price was rep~r ted .~ '  

Current Program The minimal overnight by CMS and OIG of manufacturer-reported prices 
and price determination methods does not ensure that those prices or  

Oversight Does Not methods are consistent with program criteria, as specified in the rebate 

Ensure That statute, rebaze agreement, and CMS program memoranda. CMS conducts 
limited reviews of prices and only reviews price determination methods 

Manufacturer- when manufacturers request recalculations of prior rebates. OIG has 

Reported Prices or issued four reports on audits of manufacturer-reported prices since the 
program's inception in 1991. OIG reported that, in the course of its work, 

Price Determination its efforts were hampered both by unclear CMS guidance on determining 

Methods Are AMP and by alack of manufacturer documentation. In some instances, 
OIG found problems with manufacturers' price determination methods 

Consistent with and reported prices. However, CMS has not followed up with 

Program Criteria manufacturers to make sure that the identified problems with prices and 
price determination methods have been resolved. 

CMS'S Review of As part of the agency's administration of the Medicaid drug rebate 
Manu facturer-Rep art ed program, CMS reviews drug prices submitted by approximately 550 

Prices Is Limited manufacturers that participate in the program. Each quarter, CMS 
conducts automated data edit checks on the best prices and AMPS for 
about 25,000 drugs to identlfy reporting errors. These checks are intended 
to allow CMS to make sure all drugs for which manufacturers report 
prices are in its database of Medicaid-covered drugs and to ensure that 
those prices are submitted in the correct format. The agency's automated 
data checks also are intended to ensure that the correct price is used when 
there are multiple prices for the same drug. When data checks indicate a 

2?he 2003 final rule, which covered only two issues raised in the 1995 proposed rule, 
addressed the time frame for reporting price adjustments to CMS and the time frame for 
retaining documentation of reported prices. See 60 Fed. Reg. 48442 (1995), 68Fed. Reg. 
51912 (2003), 68 F&. Reg. 55527 (2003). In this final rule, CMS required that a manufacturer 
retain written or electronic records documenting reported prices for 3 years after those 
pricesare submitted to CMS or for a longer period if the records are the subject of anaudit 
or a government investigation, of which the manufacturer i s  aware, relating to best price or 
AMP. However, just after the final rule became effective in January 2004, CMS issued an 
interim final rule that replaced the 3-year recordkeeping requirement with a 10-year 
recordkeeping requirement for calendar year 2004; manufacturers still are required to 
retain records for a longer period if the records are the subject of an audit or government 
investigation. $3 Fed. Reg. 508 (2004). At the same time, CMS issued a proposed mle that 
would make the Byear requirement permanent. 69 Fed. Reg. 565 (%a). 

Page 10 GAO-05-102 Medicaid Drug Rebate Program 



potential reporting error, CMS sends an edit report to  the manufacturer 
asking for corrected drug prices. However, CniIS does not have a 
mechanism in place to track whether, in fact, manufacturers submit 
corrected prices. 

CMS sometimes identifies other price reporting errors when it calculates 
the unit rebate amount, for a drug, but the agency does not follow up with 
manufactilrers to  verify that errors have been corrected. CMS will notify a 
manufacturer of any missing price data for dm@ in its database or any 
large deviations from previous unit rebate amounts. For example, CMS 
would send a report t80 a manufacturer that had a unit rebate amount for a 
drug that deviated from that of the prior quarter by more than 50 percent. 
It would be up to  that manufacturer to indicate whether or not the 
underlying reported prices were, in fact, correct. If a manufacturer 
determined that there were problems with the reported price for a drug- 
such as incorrect unit pricing or typographical errors like misplaced 
decimals-it would send corrected data to CMS prior to or with future 
price submissions. In this situation, the manufacturer also would 
recalculate the unit rebate amount and, once invoiced by the states with 
total utihzation for the drug paid for by Medicaid, would send the rebate 
payment to those states based on the recalculated unit rebate amount. If a 
manufxturer did not send revised pricing data to  CMS, then the unit 
rebate amount would remain the same. In 2000, CMS genemted 
approximately 150 reports detailing these 50 percent deviations, according 
to an agency official. The agency did not track how many unit rebate 
amounts were changed as a result or any effect on rebates. 

Price r)eteWnation CMS does not generally review the methods and underlying assumptions 
Methods Are Reviewed that manufacturers use to determine best price and AMP, even though 

only when Manufacturers these methods and assumptions can have asubstantial effect on rebates. 
While the rebate agreement requires manufacturers to maintain 

Request documentation of the assumptions underlymg their price determination 
methods, CMS does not verify that such documentation is kept and rarely 
requests it. Furthermore, CMS does not generally check to ensure that 
manufacturers' assumptions and price determination methods are 
consistent with the rebate statute and rebate agreement. 
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CMS re5le-w~ the methoclolog~es employed to determine best price and 
AMP only when manufacturers request recalculations of prior rebates. A 
manufacturer may request a recalculation of aprior rebate any time it 
changes the methods it uses to determine best price or AMPV2' CMS 
requires the manufacturer to submit both its original and its revised 
methods for determining those prices when requesting arecalculation of 
prior rebates, so that it can evaluate whether the revised methods are 
consistent with the rebate statute, rebate agreement, and program 
memoranda. Six approved recalculations, for which we could obtain 
dat%22 reduced prior rebates to states by a total of more than $220 
m ~ l l i o n . ~ ~  An additional approved recalculation required the ~nanufacturer 
to pay states an additional $388,000. 

OIG Reports That Its OIG has issued four reports on audits of manufacturer-reported prices 
Efforts Haye Been Limited since the program's inception in 1991. Three of the four OIG reports 

by 'Unclear hogram documented h i ta t ions  to OIG's ability to vevzfy drug prices. OIG reported 

Guidance that its efforts were hampered by unclear CMS guidance on determining 
AMP, by a lack of manufacturer documentation, or by both. In particular, 
OIG found that alack of specificity on how the 'Yetail pharmacy class of 
trade'' was defined limited its efforts to verify AMP. Both the rebate statute 
and rebate agreement define AMP as the average price paid by wholesalers 
for drugs distributed to the retail pharmacy class of trade, with some 
exceptions. OIG officials told us that program memoranda issued by CMS 
have not provided sufficient guidance on AMP to allow OIG to audit 
manufacturers' methods for determining AMP. Despite these limitations, in 
some instances OIG was able to  identify some problems with the accuracy 
of manufacturers' reported prices; however, CMS has not followed up with 
manufacturers to make sure that these problems with prices and price 
determination methods have been resolved. 

21 Manufacturers may request a rebate recalculation, for example, after a merger, if the 
merging manufacturers need to reconcile different price determination methods. 

2 2 ~ e  asked CMS officials to provide information on all recalculation requests since the 
progrm'sir~ception in 1991. CMS officials told us that they do not have data on all of the 
recalculation requests prior to September 2000. 
23 States refund rebate payments to manufacturers by having the future rebate payments 
they receive from manufacturers reduced. 
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In its f d t  review of manufacturer-reported prices in 1992, OIG found that 
it could not venfy the AMPS reported by the four manufacturers it 
reviewed.24 OIG found it could not evaluate the methods these 
manufacturers used to detelmine AMP because neither the rebate statute 
nor CMS had provided sufficiently detailed instructions on methods for 
calculating AMP. OIG therefore advised CMS that it planned no future 
AMP data audits until CMS developed aspecific mit ten policy on how 
AMP was to be calculated. CMS disagreed, saying that the rebate statute 
and rebate agreement had already established a methodology for 
computing AMP, and stressed that tkis methodology was clarified, a t  
manufacturer request, on an as-needed basis through conversations with 
individual man~fac turers .~  

In its second review of manufacturer-reported prices, OIG, in 1995, 
attempted to venfy one manufacturer's recalculation request. While the 
OIG reported that it could not complete its analysis because of inadequate 
manufacturer documentation? it was able to identlfy some manufacturer 
errors in determining AMP. In its review, OIG found that the manufacturer 
had miscalculated its revised AMP because it included "free goods" 
specifically excluded in the rebate agreement, miscalculated cash 
discounts, and improperly included sales rebates applicable to aperiod 
other than the quarter being audited. OIG recommended that CMS have 
the manufacturer revise its AMP data Although CMS agreed with OIG's 
recommendations, as of October 2004, it had not required any such 
revision of the audited manufacturer's AMP determinations. 

In its third review, conducted in 1997, OIG attempted to review a 
manufmturer's recalculation request but again reported that it was unable 
to complete its evaluation because of alack of specific guidance on 
determining AMP and a lack of manufacturer documentation supporting 
its revised AMP. In the absence of guidance from CMS, OIG defined retail 

2 4 ~ e e  Department of Health and Human Services, Office of Inspector General, Nedicaicl 
Drug Rebates: m e  Health Care Financing Administration Needs to Provide Additional 
Guidanct. to Dmg &.funMacturers to Bettw Implement tho Program, A-06-91-0a792 
Washington, D.C.: November 1992). 

25Although CMS disagreed with OIG, it said it would further clarify AMP calculation in a 
forthcoming drug rebak program regulation. As of October 2004, the regulation had not 
been issued and CMS officials told us that the agency had no plans to promulgate any such 
regulation in the near future. Instead, the agency has issued several program memoranda 
intended to provide guidance on how manufacturers should calculate AMP. 
26 OIG reports on individual mmufacturers are not publicly available. 
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pharmacy class of trade for this audit to include only independent and 
chain pharmacies that sold drugs directly to the public. Therefore, OIG 
recommended that CMS ask the mmufacturer to exclude f ron~  the 
calculation of AMP transactions that OIG determined were to nonretail 
entities such as mail-order pharmacies, nursing home pharmacies, 
independent practice aswociations, and clinics. OIG also found that the 
manufacturer used aflarved methodology to identify certain s d e s  that it 
had included in the retail class of trade, and thus AMP. As aresult, OIG 
recommended that CWIS ask the manufacturer to exclude those sales from 
AMP unless the manufacturer could provide additional documentation to 
support the inclusion of those sales in AMP. Although CMS did not agree 
with OIG's definition of retail pharmacy class of trade, CBlS concurred 
with OIG's recommendation to ask the manufacturer to recalculate AMP.27 
As  of October 2004, CMS had not required any revision of this 
manufacturer's AMP determinations. 

In its fourth review of manufacturer-reported prices issued in 2001, OIG 
investigated how manufacturers were treating repackagers-entities such 
as HMOs that repackage or  relabel drugs under their own names-in their 
best price determinations. The work followed up on previous work OIG 
conducted in response to a congressional inquiry in 1999. The rebate 
statute states that HMO sales are required to be included in best price 
determinations. CMS's June 1997 program memorandum stated that sales 
to other manufacturers that repackage the drugs are to be excluded from 
best price determinations. However, the rebate statute, rebate agreement, 
and CMS program memomda  did not address how HMOs should be 
treated when they act as repackagers. In a letter issued in response to the 
1999 congressional request, OIG reported that excluding drug sales to two 
HMOs that acted as repackagers from best price determinations lowered 
state rebate amounts by $27.8 million in fiscal year 1998.= In July 2000, 
CMS ixsued an additional program memorandum to manufacturers stating 
that sales to an HMO should be considered in best price determinations 

27 In response to OIG recommendations, CMS said it would provide the manufacturer with a 
copy of recent guidance on Mff? Medicaid Drug Rebate Program Release No. 29, June 
1997. This document, released to all manufacturers a t  the time OIG was conducting the 
1997 review, in some cases differed from OIG's definition of retail pharmacy class of trade. 
It stated, for example, that sales to nursing home and mail-order pharmacies are to be 
includedin AMP, while OIG's definition excluded these entities. 
28 Letter from OIG to Ranking Minority Member, Committee on Government Reform, House 
of Representatives, November 22, 1999. 
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regardless of whether the HMO was a repackager.% In 2001, OIG ixsued its 
fourth review, reporting that states lost $80.7 rnillion in rebates in fiscal 
year 1999 due to improperly excluded drug sales to HMO repackagersa3' In 
September 2004, a CMS official told us that CMS planned to release a 
program memorandum instructing manufacturers to revise prior rebates 
for which they had excluded sales to HMOs from best price. However, 
CMS does not have a mechanism in place to track that manufacturers have 
made these rebate @ustrnents and therefore cannot verify that 
manufacturers have made or  will make these adJustments. 

OIG officials told us that, despite the program releases issued by CMS, 
they remain unable to evaluate AMP because of the lack of clear CMS 
guidance, particularly related to the retail pharmacy class of trade and 
treatment of PBM transactions. In October 2004, OIG officials told us that 
they were working -with CMS to review four manufacturers' recalculation 
requests and as part of ~ work were evaluating the methods 
manufacti~rers have used to detemine ptlcas. OIG officials also told us 
that they may conduct additional audits because of the number of recent 
manufacturer recalculation requests-18 requests received between 
September and December of 2003-md the sigruficant financial impact the 
potential rebate adJusments would have on state Medicaid programs. 
However, in light of OIG's remaining concerns about CMS guidance, OIG 
officials told us that their current audits-and any future audits-likely 
would be hmited to descriptions of how inclusion and exclusion of certain 
sales in price determinations would affect rebates. 

Manufacturer Price We found considerable variation in the methods that manufacturers used 
to determine best price and AMP. Manufacturers are allowed to make 

Determination reasonable assumptions when d e t e r m a g  best price and AMP, as long as 

~ ~ t h ~  dS varied: Some those assumptions are consistent with the law and the rebate agreement. 
The assumptions often pertain to the transactions, including discounts or  

Could Have Led to other price reductions, that are considered in determining best price and 

Lower Rebates AMP. We found that in some cases manufacturers' assumptions could have 
led to lower rebates and in other cases to higher rebates. Manufacturers 

2%edicaid Drug Rebate Program Release No. 47, July 2000. 
30 See Department of Health and Human Services, Office of Inspector General, Medicaid 
D m g  Rebates: Sales to Repackagers Ezcluded from Best Price Detminat ions ,  A-06-00- 
00056 Washington, D.C.: March 2001). 
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- 
can later revise their assurnptions and request recalculations of previously 
paid rebates, which can result in states repaying any excess rebates. 

We found that manufacturers made varying assumptions about which 
sales to include and exclude frorn their calculations of AMP. For example, 
some included sales to a broad range of facilities in AMP, excluding only 
transactions involving facilities explicitly excluded by the law, rebate 
agreement, or CMS program m e m o m d a  In contrast, others included 
sales to anarrower range of purchasers-only those purchasers explicitly 
included in AMP by the law, rebate agreement, or CMS p r o m  
mernoranda Manufacturers also differed in how they treated certain types 
of health care providers that are not explicitly addressed by the law, 
rebate agreement, or CMS program memoranda For example, some 
manufacturers included sales to physician groups in AMP, while others did 
not. These assurnptions can affect the reported prices and, in turn, the size 
of rebakes paid to sta$es. 

Some manufacturers did not account for certain "administrative fees" paid 
to PBMs when determining best price or  AMP. The statute and rebate 
agreement require that best price incorporate volume-based discounts. 
Further, according to the rebate agreement and a CMS program 
memorandum, both best price and AMP are to account for cumulative 
discounts or other arrangements that subsequently a u s t  the prices 
actually realizedm3' While CMS has acknowledged that not all PBM 
mangements will affect best price and AMP, the agency has advised 
manufacturers that administrative fees, incentives, promotional fees and 
chaxgebacks, as well as all discounts and rebates provided to purchasers, 
should be considered in determinations of best price and AMP when they 
are axsociated with sales that are to be considered in those prices.32 mien 
a PBM acts as amail-order pharmacy and takes possession of drugs, it is a 
purchaser, We found that while the basis for the administrative fees paid 
to PBMs varied among the manufacturers we reviewed, the fees often 
were based on autilization measure, such as the sales volume of drugs 
used by the enrollees of the PBM's clients. To the extent that PBRILs' 
purchases for their mail-order pharmacies contributed to the utilization 
measures used to determine their administrative fees, the fees for the mail- 

31 Medicaid Drug Rebate Program Release No. 2, August 1991. 
32 See Medicaid Drug Rebate Program Release No. 14, December 1994, regarding 
administrative fees, and Medicaid Drug Rebate Program Releases No. 28, April 1997, and 
No. 29, June 1997, regarding PBM arrangements. 
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order portion of their business resemble a. volume-based discount that 
adjusts the price actuallj~realized. Some manufacturers told us  that they 
accounted for the portion of a.clministrative fees paid to  PBMs associated 
with the PBMs' mail-ord er pharmacies in their determinations of best price 
or  AMP. In contrast, others said they did not incorporate this portion of 
any administmtive fees paid to PBMs in either best price or AMP. Some of 
those manufacturers characterized these fees as payments for services 
rather than a u s t m e n t s  to prices. 

Excluding administrative fees from the determination of best price or AMP 
could have reduced rebates below what they would have been had the 
manufacturers included them when determining those prices. For one 
manufacturer, for example, if administrative fees paid to  PBMs associated 
with their mail-order pharmacy purchases had been included in the 
manufacturer's determination of best price and AMP, rebates for 11 drugs 
would have been up to 16 percent higher in the third quarter of 2000 and 
up to 12 percent higher in the fourth quarter of 2000. The ultimate impact 
on rebates to states depends on how many manufacturers excluded these 
fees from reported prices, the volume of those manufacturers' sales to 
PBM mad-order pharmacies, as well as the prices and utilization of the 
relevant drugs. 

Manufacturers also differed in how they accounted for certain 
tmsactions involving prompt payment discounts. Both the rebate 
agreement and an applicable CMS program memorandum specify that best 
price and AMP are to reflect cumulative discounts or other arrangements 
that subsequently a u s t  the prices actually realized. In examining 
manufacturers' practices, we found that they generally provided a prompt 
payment discount of 2 percent of the purchase price to wholesalers and 
others that purchased drugs from them directly, when they paid within a 
specified period. In most cases, when the manufacturers we reviewed sold 
a drug directly to apurchaser, they reduced the purchaser's price by any 
applicable prompt payment discount when deteminjng best price and 
AMP. When the transaction also involved a chargeback arrangement, 
manufacturers' methods differed. A chaxgeback involves one drug passing 
from a manufacturer through a wholesaler to a purchaser, s o  the 
chargeback m o u n t  and the prompt payment discount together affect the 
m o u n t  the manufacturer actually realizes for the drug. (See fig. 1.) Some 
manufacturers calculated the net price as their price to  the wholesaler, 
reduced by both the prompt payment discount and the chargeback amount 
for those drugs, when determining best price and AMP. Other 
manufacturers, however, considered any prompt payment discount given 
to the wholesaler separately from any chargeback amount and thus did not 
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incorporate the effect of both price reductions when determining best 
price and AMP. Some of these manufacturers indicated that they did not 
combine these price reductions because the price reductions occurred in 
two unrelated transactions to two sepmte  purchasers. 

Figure 1 : Example of How Prompt Payment Discounts in Chargeback Situations Affect the Net Amount Realized by a 
  an uf act urer 

Source: GAO 

t 

In some cases, not accounting for the effect of both price reductions-the 
prompt payment discount and the chargeback-in the deterrnination of 
best price and AMP reduced rebates below what they otherwise would 
have been. For example, rebates for three drugs in our sample would have 
been 3 to 5 percent higher had the manufacturers considered the effects of 
both price reductions when determinjng the best prices and AMPS; for 
seven other drugs, rebates would not have changed. The ultimate impact 
on rebates to states depends on how many rnmufaeturers adopted this 
approach as well as the sales prices and utilization of the relevant drugs. 

Transaction 1 : Transaction 2: 
Manufacturer sells to Wholesaler sells to 
wholesaler for $0 98 purchaser for $0.70 the 
(The price of $1 .OO price negotrated between 
mtnus 2 percent prompt the manufacturer and the 
payment dtscount.) purchaser. 

Transaction 3: Manufacturer pays wholesaler 
$0.30 chargeback - the d~fference between the 
prlce ($3  .OO) and the price negotiated between 
the manufacturer and the purchaser ($0.70). 
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When determining best price and AMP, some manufacturers adopted 
methods that could have raised rebates. For example, although the rebate 
agreement excludes from AMP sales through the Federal Supply Schedule 
and direct sales to hospitals and HMOs, which often involve relatively low 
prices, one manufacturer included these sales in its calculations. However, 
the manufacturer used list prices in the calculation of AMP instead of the 
actual prices associated with the sales that were to be excluded from the 
cal~ulat ion.~~ This approach, which diverged from the rebate agreement 
and applicable CMS program memoranda, could have resulted in 
artificially high AMPS, which in turn could have raised rebates. 

In addition, some manufacturers included in the determination of best 
price the contract prices they had negotiated with purchasers, even if they 
made no sales at those prices during the reporting quaxter. This practice 
resulted in a lower best price in some cases, wluch may have increased 
rebates to states. One manufacturer, however, indicated that it later might 
revise this practice and request recalculations to recoup any excess 
rebates it had already paid. Manufacturers have up to 3 years to make such 
revisions. 

~ ~ b ~ t ~  program D~~~ The rebates that manufacturers pay to states are based on a n n g e  of 
prices and financial concessions that manufacturers make available to 

Not Clearly Address entities that purchase their drugs, but may not reflect certain financial 

Certain financial concessions manufacturers offer to other entities in today's complex 
market. In pa%cular, the rebate program does not clearly address certain 

C O ~ C ~ S S ~ O ~ S  concessions that are negotiated by PBMs on behalf of third-party payers. 

Negotiated by pBMs The rebate program did not initidly address these types of concessions, 
which are relatively new to the market. CMS's subsequent guidance to 
manufacturers has not clearly stated how manufacturers should treat 
these concessions in their determinations of best price and AMP. 

Certain manufacturer financial concexsions that are negotiated by PBMs 
on behalf of their third-party payer clients, such as employer-sponsored 
health plans and other health insurers, are not clearly reflected in best 
price or AMP. PBMs, in one of the roles they play in the market, may 
negotiate payments from manufacturers to help reduce their third-party 

33 Citing limitations in its data systems, this manufacturer used the wholesale acquisition 

cost, which is  the manufactixer's list price for \vholesalers or other direct purchasers 
before any rebates, discounts, allowances, or other price concessions. 
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payer clients' costs for prescription d r u g ~ . ~ ~ ( I n  these circumstances, the 
third-paty payer does not purchase drugs directly from the manufacturer 
but instead covers a portion of the cost when its enrollees purchase drugs 
from phm~acies.~s) The basis of these PBM-negot-iat,ed manufacturer 
payments v a x i e ~ . ~  For example, manufacrturers may make a payment for 
each unit of a drug that is purchased by third-party payer enrollees or may 
vary payment depending on a PBTVI's ability tso increase the utilization, or 
expand the market share, of a drug" The payment may be related to a 
speclfic drug or a range of drugs offered by the manufact.urer. 

The amount of financial gain PBM;s receive from these negotiated 
payments also varies. A PBM may pass on part or all of a manufacturer's 
payment to a client, depending on the terms of their contractual 
relationship. When a PBM passes on the entire manufacturer payment, the 
manufacturer may pay the PBM afee to cover the costs of administering 
the program under which the payments are made. A PBM also may 
negotiate a manufacturer payment for each unit of the drug purchased that 
includes a fee, and the PBM may retain a part of that payment as 
compensation. Some PBM clients may receive smaller discounts on drug 
prices at the pharmacy in exchange for receiving all or a lager  share of 
the manufacturer payments, while other clients may receive greater 
discounts on drug prices in exchange for the PEM retaining alarger share 
of the manufacturer payment. Manufacturers may not be parties to the 
contracts that PBMs have with their clients and so may not know the 
financial arrangements between the PBM;s and their clients. 

35pBM% often manage the transactions that take place between third-party payers and 
pharmacies. For example, in some cases, when an enrollee purchases a drug a t  a retail 
pharmacy, the pharmacy collects from the enrollee the appropriate cost sharingamount 
and then submits a claim to the PEM for reimbursement. The PBM pays the pharmacy and 
collects reimbursement from its third-party payer client. 

36 Some PBMS operate mail-order pharmacies and, when doing so, may separately negotiate 
rebates or discounts with manufacturers for the drugs they purchase for that component of 
their business. 
37 In managing pharmacy benefit plans for their clients, PBMs can influence the utilization 
of drugs using several approaches, such as formularies-lists of drugs that are approved 
for reimbursement by the PEM's clients-and tiered copayment systems that use financial 
incentives to encourage enrollees to select certain drugs. 

Page 2 0  GAO-a5-102 Medicaid Drqg Rebate Program 



These types of financial mmgement.~ between manufacturers and PBMs 
are arelatively new development in the market. M e n  the program began 
in 1991, PBMs played a smaller role in the market, managmg fewer 
covered lives and providing amore limited range of services-such as 
claims processing--for their clients. Since then, PBMs' role has grown 
substantial.ly,38 contributing to a market that is much more complex, 
particularly with respect to the types of financial arrangements involving 
manufacturers. PBMs now commonly negotiate with manufacturers for 
payments on behalf of their clients, in addition to providing other 
services.39 Although complete data on the prevalence and magnitude of 
PBM-negotiated manufacturer payments are not readily available, PBM 
officials and industry experts have said that these and other manufacturer 
payments to PBMs are a large portion of PBMs' e&n@;"0 further, recent 
public financial information suggests that manufacturer payments to PBIvIs 
as a whole axe substantial and key to PBMs' pr~fitability.~' 

CMS has acknowledged the complexity that arrangements between 
manufacturers and PBMs introduce into the rebate pro .qm but has not 
clearly addressed how these mmgements should be reflected in 
manufacturer-reported prices. In 1997, CMS issued progain memoranda 
that noted new types of amxngements involving manufacturer payments to  
PBMs and attempted to clarify whether those arrangements should be 

3k 2004, according to a study prepared for a national axsociation representing PBMs, an 
estimated 200 million people, or about 68 percent of the U.S. population, were in private 
plans that used PBMs. See PricewaterhouseCoopers, m e  Vulue of Pharmacy Bent$it 
Management and MeNationd Cost Impact of Proposed PBNLegislation (July 2004), 
http://www.pcmanet.or8/research.asp (downloaded January 18,2005). 

3%or example, PB% now design pharmacy benefit plans-working with clients on issues 
such as which drugs to cover and how much of a drug's cost will be paid by enrollees-and 
provide clinical support such as disease management programs for enrollees with specific 
illnesses. 

4 1 ~ o r  example, according to financial reports filed with the Securities and Exchange 
Commission, three large PBMs together received over $4.3 billion in total fiscal year 2002 
payments from manufacturers. These payments can include payments related to PBM 
negotiations on behalf of clients as well as other payments such as fees. For one of the 
PBMs we reviewed, manufacturer payments totaled 7 percent of its revenue. (Comparable 
information on manufacturer payments was not available from the other PBMs' financial 
reports.) All three PBMsstated in their financial reports that manufacturer payments were 
important to their profitability. 
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reflected in best price and AMP." However, in a program memorandum 
issued shortly thereafter, CMS stated that there had been confusion 
concerning the intent of the previous program memoranda and that the 
agency had "intended no change" to p ropan  requirements.@ At the time, 
CMS said that staff were reexanining the issue and planned to  shortly 
clarify the agency's position. As of January 2005, CMS had not issued such 
clarifying guidance. %?ten we asked how PBM-negotiated manufacturer 
payments should be reflected in best price and AMP when PBMs have 
negotiated on behalf of third parties, CMS officials with responsibility for 
i,xsuing program memoranda advised us that they could comment only on 
specific situations. They stated that financial azxxngements among entities 
in the market are complex and always changmg; in their view, the market 
is too complicated for them to issue general policy guidance that could 
cover all possible cases. Rather, these officiaJs told us  that they make 
determinations about PBM payments on a case-by-case basis, but only 
when manufacturers contact them regarding this issue. 

Within the current structure of the rebate formula, ad ditiond guidance on 
how to account for manufacturer payments to PBMs could affect the 
rebates paid to states, although whether rebates would increase o r  
decrease as aresult, and by how much, is uncertain. Because of the 
structure of the rebate formula, any change in the determination of best 
price and AMP could raise or lower rebates for any given drug, depending 
on how the change affects the relationship between those prices. 
Incorporating PBM-negotiated manufacturer payments into the rebate 
determination could decrease the unit rebate amount for a drug if, for 
example, it reduced AMP but had no effect on best pricesa Alternatively, if 
such a change increased the difference between AMP and best price for a 
drug, the unit rebate amount could increase.45 

- 

4%fedicaid~rug Rebate Program Release No. 28, April 1997, and Medicaid Drug Rebate 
Program Release No. 29, June 1997. 

4%Iedicaid  rug ~ e b a t e  Program Release No. 30, September 1997. 

4 4 ~  change in guidance regarding how PBM paymentsshould be reflected in best price 
would not necessarily affect the best price for every drug because best price can be 
determined by a transaction that is  not related to PBM payments. 
45 A greater difference between best price and AMP would not always yield a larger rebate. 
For example, if the difference between the two prices increased but remained less than 
15.1 percent of AMP, the unit rebate amount would still be based on the 15.1 percent of 
AMP minimum. 
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Conclusions The importance of Medicaid rebates to states has grown as Medicaid 
spending on prescription drugs has risen. To determine the level of rebates 
that manufacturers pay to states, the rebate program relies on 
manufacturer-report.ed prices, whch are based on the prices and financial 
concessions available in the private pharmaceutical market. CMS, 
however, has not provided clear program guidance for manufacturers to 
follow when determining those prices. This has hampered OIG's efforts to 
audit manufacturers' methods and reported prices. F'urthermore, as the 
private market has eonlinued to evolve, the rebate program has not 
adequately addressed how more recent financial arrangements, such as 
those between manufacturers and PBMs, should be accounted for in 
manufacturers' reported prices. In addition, oversight by CMS and OIG has 
been inadequate to ensure that manufacturer-reported prices and methods 
are consistent with the law, rebate agreement, and CMS program 
memorand a. Because rebates rely on manuf acturer-reported prices, 
adequate program oversight is particularly important to ensure that states 
receive the rebates to which they are entitled. 

Recommendations for To help ensure thai the Medicaid drug rebate program is a c h i e h g  its 
objective of controlling states' Medicaid drug spending, we recommend 

Executive Action that the Administrator of CMS take the following two actions: 

+ Issue clear guidance on mani~facturer price determination methods and 
the definitions of best price and AMP, and update such guidance as 
additional issu es arise. 

+ Implement, in consultation with OIG, systematic oversight of the price 
determination methods employed by pharmaceutical manufacturers and a 
plan to ensure the accuracy of manufacturer-reported prices and rebates 
paid to states. 

We received written comments on a draft of this report from HHS, which Agency and Industry incorporated comments from CMS and OIG. (See app. I.) HHS concurred, 
Comments and Our in part, with our recommendation that CMS issue clear guidance on price 

Response determination methods, noting agreement that such guidance wouldhelp 
manufacturers, particularly with regard to accounting for sales to PBMs. 
HHS stated that those issues would be examined and an assessment made 
about where more guidance was needed. HHS noted that effort had been 
devoted to providing guidance and that CMS would examine the resources 
allocated to its review capabilities. In responding to our discussion of the 
changing pharmaceutical market, however, the comments noted that 
guidance could not address all current and potential arrangements in the 
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pharmaceutical market and therefore case-by-case guidance would 
continue to be necessary to address specific situations. In responding to 
our discussion of manufa.cturers' price determination methods, the 
comments stated that aresponse to our conclusion that some 
rnanufacturers' prxtices could lower or  raise rebates was not possible 
because we did not provide sufficient information on rnanufacturers' 
practices. We believe that accurate and timely guidance could reduce the 
need for case-by-case determinations. Although we cannot present the 
detailed assumptions that various manufacturers ma.de in interpreting and 
implementing program guidance, because that ttorrnation is proprietary, 
we did provide examples of the different price determination rnethods and 
assumptions that can affect best price and AMP and, therefore, rebates. 

HHS concurred, in part, with our recommendation that CMS should 
implement systematic oversight of manufacturers' price determination 
rnethods and a plan to elmure the accuracy of reported prices and rebates. 
While the c0mment.s noted that requests from manufacturers to revise 
their price deterrnination methods were reviewed for adherence to cullrent 
policies, the comments disagreed with our conclusion that current 
oversight does not ensure that prices or  methods are conshtent with 
program criteria. The comments stated that CMS subjects manufacturer- 
supplied data to systematic edits, that CMS has increased its referrals to 
OIG to examine recalculation requests, and that aregulation limiting the 
time frames for recalculations and recordkeeping has been published. The 
comments also referred to previous OIG reviews of manufacturer 
practices and the plans to continue such reviews. In our draft, we noted 
the data edits that CMS conducts, which help ensure the completenexs of 
the data The systematic edits, however, do not ensure the accuracy of the 
data. Specifically, while the edits address, for example, whether price data 
are submitted in the correct format, they do not ensure that prices are 
consistent with program criteria or that corrected prices are submitted 
when necessary. We also noted OIG's ongoing work on the Medicaid drug 
rebate program. However, CMS's referrals to OIG are made only when a 
manufacturer requests that its rebates be recalculated, so there is no 
ongoing review of the methods used by manufacturers. Finally, we also 
noted in the draft the recently issued regulation, which did not address all 
aspects of the program, such as determinations of best price and AMP. The 
actions cited in the HHS comments do not constitute adequate oversight of 
a program that relies on manufacturer-submitted data to determine 
substantial rebates owed to state Medicaid programs. 
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Representatives from all the manufacturers that supplied us dat,a were 
invited to review and provide oral comments on portions of the draft 
report, including the b ackgound and our discussion of manuf acturelzs' 
price determination methods. Representatives from five of the 
manuf acturers indicaied that administrative fees that manufacturers pay 
to PBMs do not necessarily need to be considered in the determination of 
best price and AMP. Some argued that the fee is apayment for services 
rendered and not a discount or rebate that would affect price. Some 
manufacturers noted that we did not address payments to PEMs when 
they are not acting as mad-order pharmacies. Others noted that CMS's 
guidance with respect to payments to PBMs is particularly unclear and 
that CMS's guidance has not addressed recent changes in the 
pharmaceutical market. Six of the manufacturers took issue with our 
discussion of the treatment of prompt payment discounts involving a 
chargeback arrangement. Several stated that CMS has not indicated that 
the prompt payment discount must be accounted for in the manner we 
described. Some mar~ufacturers noted that they treat the situation we 
him&ted as two unrelated transactions to two separate purchasers, so 
they do not need to combine both price reductions when determining best 
price and AMP. Finally, six commented on the lack of clear guidance on 
various aspects of determining best price and AMP. Some manufacturers 
stated that program memoranda, which are a common CMS method of 
issuing guidance for the rebate program, do not have to be followed 
because they are not regulations. 

In response to manufacturers' comments, we clarified our discussion of 
administrative fees paid to PBMs when they act as a mail-order 
pharmacies. We state that administrative fees may resemble volume-based 
discounts when PBMs take possession of drugs. The manufacturers did 
not have the opportunity tso review our discussion of the changing 
pharmaceutical market, wluch addresses the broader role of PBMS in 
negotiating for third-party payers. With respect to our discussion of 
prompt payment discounts involving a chargeback arrangement, we 
observed in the draft that manufacturers differed in how they accounted 
for price reductions when determining best price and AMP, and we have 
clarified and expanded that discussion based on the comments we 
received. 

Both HHS and the manufacturers also provided technical comments, 
which we incorporated as appropriate. 

GAO-05-102 Medicaid Orug Rebate Program 



A s  agreed with your offices, unless you publicly m o u n c e  its contents 
earlier, tlve plan no further disl;xlbution of this report untd 30 days after its 
date. We will then send copies of this report to the Secretary of Health and 
Human Services, the Administrator of CMS, the Acting Inspector General 
of Health and Human Services, and other interested parties. We will also 
provide copies to others upon request. In additiort, the report will be 
available at no charge on the GAO Web site at httl>:i!\~~liv\%r,gnr),gnr. 

If you or your staffs have any questions about this report, please call 
Maqjorie Kanof at (202) 512-7114. Major contributors to this report are 
listed in appendix 11. 

Laum A. D u m i t  
Director, Health Care-Medicare Payment Issues 
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Appendix I :  Comments from the Department of Health and 
Human Services 

Thc ncparrmcnt of Hcalrit and Human Stvices (HHS) appreciates rhe oppon~iniry to 
review- the U.S. Government Accountability Oflice's (GAO's) dmft repurt. This report 
looks itt the hledicaid drug rebate program that requires participating d n ~ g  manufacturers 
to submit to the Centers fbr hiedicnre & Medicaid Services I;Ch.fS) thc "avcragc 
manufacturer pricc" (AMP) and for brand name drugs. thc '.best pricc" (UP) of drugs ctn a 
quarterly basis. Specifically, thc report cxamincs: (1) Fcd~ral ovwuighl of mmufac(irra- 
reporled AMPS and BPS: (2) how rnanufac'aclurers' mekod:, ufdeimining AMP aid BP 
cuuld have nlJcclcd f11c rcbotcu the? paid to Statc Mcdicaid programs; and (3)  how thc 
rebate prograin reflects f im~cia l  concessions available in the pri-vatc tnarket. 

As discl~sscif in thcrcport, scction 4401 of the Omnibus Budget Recontilio~ion AGI oS 
1991) added section 1927 to the Social Security Act under which drug manufacturers must 
s i ~ n  rebate apzrnents  Ibr rhcir outpatient drugs to be covered under the bledicaid 
Program. 

The naticmal rebate agreenlent requires mar~ufaclurerrs to pruvide certain pricing 
information to CAW, and in turn, CMS wporls a unil rebate imlount tu the States. The 
manufacturers receive information from the States on the total number of dosagc units of 
cach covcrcd ol~tpliii~nt drug paid by tile Staie under the hledicaid State plan during the 
quartcr, 'I hc nlanufacturcrs thcn remit to the Slaie a rehaie payment based on Ole nutnhrr 
of units paid for and the unit rebate amount. 

CAO Rec~~~mcnt lu tu>t~  1 

To help ensure that the ,+fcriicoid druf rebate proerom is nrhievinp ic3pbjective of' 
cotsho/[irrp Stlste.~' ~Medicnid drrse spe~idinp, we recommend rhor the Adminisrmror o[ 
C,WS take the followinff I ~ V O  ocliott.~: 

lssur clcur clruidance 011 manrrfnc-curer nricc determination m@tkorl>-ar~dI 
~lrfinitionr r ~ f  BP and A 4fP.  and ut>dare rrzc11 nrridurrcr ar udditioncrl ustrc~s 

HHS R L ~  

We concur in part. Wlule subst.mtiu1 time ;md effort have gone into providing accurate 
m d  timely policy g idmce .  OMS nyrees that clari$ing existing guida~lce, including 
nddressing sales to P h a o y  Benefit Managen (FBMs) in calculating AMP nnd RP, wilt 
be helptiil to manufacturers, Going fonvard, wc will hc examining thcsc issucs in grcatcr 
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H m m  Services 

detail. Wc will work tu assess xvherc more gttidance is needed by examining thove 
instnnces whcrc manr~faciurcrs did not fnlfon~ the curn'ni guidance. 

GA0 Recortrrne~tdafior, 2 

ImpIenten!, In consulfaiiun wirk OIC, sysIrmaric uvcrsight of i f t ep~iee  
dedcrmi~safinrr mafkoslv enzployed by pkarmaceuficul nranrrfacfurm arrd n plan 
rn enswe flre nccuraq ofmn~Jactitrer-t~porfccf prices and rehtes paid to 
States, 

HRS H ~ ~ D I J ~ s ~  2 

Wc cot>cur in part. AS thc GAO report notes, thc Officc of the 1nsl)etltor Crn~rrd (OIG) 
has oigui~lg respollsibility for audiis fix #he Medicaid pmgrm. While we currently 
i ~ v i c w  rcqueds fmnl mal~ufaclultx~ lu rcvisc heir methodologies for dmcrmininp AMP 
and BP, thi? i s  a review cli';ttlherenee to the rurrenl policy. We ccontinuc to work with 
OTG to pr.ovidc pulicy guidnnce 11, Lhtln to conduct audirs of manuI3cturers' cdculations 
of *%MP and BP We defer to UlG concerning the number and lcwl ol'audiis that are 
possible giwn rhcir resources. CMS will aiso examine its own current allocation of 
resources pertaining to v~xifying the accuracy of AMPS and BPS for dugs.  It woaid bc 
of assistance to CMS in examining its intmlal resource allocation it <;A0 could provide 
additional dctail in  the tinul report information i bout the time it took it to rcvicw records 
on IS5 drugs, and thc additionaf lime it be1iei.c~ it m u l d  have taken to conduct a review 
detailed anr)ugh to draw conclusions about the accuracy of thc A?viPs and BPS rrpoilccl 
for thcsc drugs. 

We note, however, that GAO did not develop firm conclusions about thc accuracy ol' 
AMPS and BPS of the 135 drugs h r  thr: 13 tnanuF3cturers for thc last two quarters of 
2000. Ci40 ~icithcr reviewed nor providcd an eslimale of the resources that would he 
ncvdrd LO I-evievi the fill1 compliment of Medicrtid dnigs on an ongoing basis. 

Tile folloving arc HHS's wspunses to the GAO Findings in the draft rcport: 

GAO Findia~: Currrnt Prugram Ovemighf dues nut ensure that mratsuficfurer- 
~eported prices or price determitiafiors methods are consisdent wiik progrunt criferia 

GAO cum;ludcs that CMS's and OIG's ovrrsigl~t of m;ulul2dcturt?r-rt?p0~1ttd price 
deternlir~ition metltods does nnt enqurc that (huse prices or mcthods are consistent with 
program c~.ite~ia. CMS clisugras with (his conclusion. CMS applies systenlatic cdits to 
data received from ~nnn~rfsrt~~rcrs  snrl seeks correction of &ts that Fdil these edits. 

As a growing numhcr o f  ~naiufitwturers have proposed to modify their mcthodulogies Tor 
calculating thc AMP and BP in  recent ycars, C2MS has increased the number or 
manufactur~rs reltrred to OIG for potential o~ls ik  rel-iewa. Wc also published a 
rcgulatinn lo impose s 3-year timc limtiltiul~ tor manufacmrm Lo recaIculate and report 
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data to CMS on AMP and UP and to establish a 10-year recordkeeping requirement for 
~nanufacturcrs to relain pricing recnrds under the Medicaid drug rcbatc program. 

GAO Findint: Mrsnufacterer price d~terminnlir,n mrlbodu wried: Surtze curtld have 
&ad to lo~ser rebates. 

Wcl) concludes that tbcrc i j  cortsidcrablc rarialion in Lhc mcthods that manufacturers use 
to determine .4\Il1 and BP. Th;. 6-40 dm11 report docs not provide specific discussion 
regarding the varying nssuinplivns that wvrc lnadc by i~lant~facturrrs or whetlicr ffe 
manufacturers reyuested a clirrification of their a~sumptions fmm (:MS. Without ntnre 
iniumuiriun h r n  GAOI it is impossible for CbtS to ~esgotid to alis l i i l d i l ~ ~ .  

CiAO alsu not& lhat in some c6es  manufacturers made assumptions rhat could base 
caused inanufxrurers to o v ~ s t u i e  Ibeir rebate liability. Howcvcr, absent sufficient and 
specific information TO re.:icu7 such a~suniptinns, we find that there is illsufficient 
information to question the reasonabieness of these nssump~ions. 

GAQ Fitttlirg: Titr rctrakprupm  doe.^ not clear& address certuin fituncial 
concessions negotiated by PEMs. 

The reptvrl notes that phnlrcey benefit managcr (PBM) pice  concessions are o recent 
rtcrclopmrn~ in drug pricing and conclu?.:s &tt the current program instn~ctions do not 
clcurly addrcss certain financial co~~cecsinns hy PRMs. In particular, rha rcport states i h a ~  
the rebate program does not clcarty address cemin concessions that xire negotiated by 
PBhfs on hehutf of third parties. As notod in the GAO reparc, CSIS has issued program 
rclcascs and guidance regarding the appropriate treatmcrir of PBh4s. 

As statrd above in our response to GAO's fiat rwommenda~ion. we agree that further 
guidance would be helpl'ul. 111 fact, we are dcvcloping such guidance. 15;e we cnncemed, 
however, that even thc bcst p.cncrrl guidance callnot address ail currcnt and potential 
arrilngeinents nnd tliat it will conthuc to bc nctcssary fur u s  to look at situations on a 
casc-hy-easc basis, 

GAO Conclusion 

111 addition, oversigkt $1 C2W.S and 01 G has Beera ina~ieqrrrafe iu ensure thut 
mimufucrm.r-reportedprices and methodf are cons&fenf wifh the law, re6rsre 
agreement oridprogram guido~cr. Bruarrsr rebutes rely an monufucturer-reporicd 
prices, adequare progixm owrsi&t is particular& imporfant to ensure Sfrut stnfes 
recehw ike rt.Ante.9 to nrtrich they are entitfed 

OIG 113s donc a great deal oixvork on the Medictlid drug rebate pmgrm. with a 
particular em~hasis on mu~u~dcturcr-rcportcd htta and methods. Recommt.ndations were 
madc occorclingly. Our fiscal year 2005 \vork plan shows t b r  wurk continues 011 this 
topic with a number of review planned and undenvap. We no1.c; ton, that 010 does not 
cxcrcisc program-operating responsibilitics w i ~ h  1-cspcct to securing consistent 
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ma~iulacturer-reporrcd prices s ~ l d  methods, so it would be ~nisleading to inipfy that U1(; 
can "cnuurc" such program compliance. 
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