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of dispensing as determined by the most recently completed Cost of Dispensing Study. Conducted 
by the accounting firm Grant Thornton, LLP, the Cost of Dispensing study used data from over 23,000 
community pharmacies and 832 million prescriptions to determine national cost of dispensing figures 
as well as state level cost of dispensing information for 46 states. This landmark national study was 
prepared for the Coalition for Community Pharmacy Action (CCPA), with financial support from the 
Community Pharmacy Foundation. 

If these disrpensing costs, in addition to drug acauisition costs, are not covered, pharmacies 
simplv cannot afford to continue parficirpation in the Medicaid program. By law, CMS cannot 
mandate minimum dispensing fees for the Medicaid program; however, the proposed rule must 
provide a comprehensive definition on Cost to Dispense for states to consider when setting 
Dispensing Fees. 

CMS Must Employ a Complete Definition on Cost to Dispense 

The Definition of "Dispensing Fee" does not reflect the true costs to pharmacists/pharmacies to 
dispense Medicaid drugs. This definition must include valuable pharmacist time spent doing any and 
all of the activities needed to provide prescriptions and counseling such as communicating by 
telephone, fax and email with state Medicaid agencies and PBMs, entering in billing information; and 
other real costs such as rent, utilities and mortgage payments. Community pharmacists regularly 
provide pick-up and delivery, house calls and third party administrative help to beneficiaries. Most 
importantly, they provide an important health, safety and counseling service by having knowledge of 
their patients' medical needs and can weigh them against their patients' personal preferences when 
working to ensure that a doctor's prescription leads to the best drug regimen for the patient. 

Policing and Oversight Process for AMP and Best Price Must Be Included 

The new proposed Dual Purpose of AMP requires that AMP be calculated and reported properly and 
accurately. Both the GAO and the HHS Office of Inspector General have issued reports citing 
historical variances in the reporting and calculation of AMP. While some of these concerns will be 
corrected in the new rule, CMS has not proposed nor defined a policing and oversight process for 
AMP and Best Price calculation, reporting and auditing. All calculations must be independently 
verifiable with a substantial level of transparency to have accurate calculations. An AMP-based 
reimbursement that underpays community pharmacy will have dire consequences for patient care 
and access. 

Final Comments: 

The rule, as currently written, would amount to gross negligence on the part of CMS if it 
ignores the GAO findings and input from all retail pharmacy organizations. By choosing to 
listen to the highly erroneous and self-serving input from PBM's, (which is readily apparent in 
the rule as submitted), CMS would be ignoring the one group (Independent Pharmacy) that 
truly makes the medicaid plan work on the patient level. For example: Most independent 
pharmacies deliver, chains and discount pharmacies do not. Many independent pharmacies are 
at the clinics near where patients live. 

Independent pharmacies were the most responsive and helpful entities for CMS in signing up 
patients for Medicare part "D" plans, only to find the reimbursements were pitihlly low and 
payments from PBM's were slow in coming. 

As a new independent pharmacy owner I am quickly learning that CMS audits, reimbursemenl 
turnaround times, payments for generics, and support make Medicare part " D  claims an 
unhealthy part of my business. 



And now the proposed definition of AMP will make another government plan more trouble than 
it is worth. In this case I have a choice! If the Final Rule on CMS-2238-P is not more 
accurately defined to reflect my true cost and include a reasonable fee for service I will not be 
taking Medicaid prescriptions afrer July 14 
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Leslie Norwalk 
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244- 1850 

CMS File Code: CMS-2238 

Ms. Norwalk: 

American Pharmacy Services Corporation (APSC) is a cooperative buying group headquartered in 
Frankfort, Kentucky. It represents 380 independent pharmacies throughout Kentucky, Ohio and 
West Virginia. Many of these independent pharmacies are located in areas where the population is 
heavily dependent on Medicaid for health care services. It is on behalf of these pharmacies that I 
submit these comments to CMS today. 

The proposed definition of retail pharmacy, which will be used to calculate AMP, includes 
mail order pharmacies, hospital outpatient pharmacies and outpatient clinics. These 
pharmacies have access to rebates and price concessions that are not available to 
independent pharmacies. Despite this distinction, the acquisition costs for these entities are 
to be included in the calculation of AMP. As such, APSC is concerned AMP may be set at a 
rate lower than what independent pharmacies can purchase. 

The proposed change in reimbursement for multi-source prescription drugs is going to have 
a significant negative impact on independent pharmacies and, most importantly, the patients 
they serve. Using existing AMP data, GAO has estimated the new Federal Upper Limit 
(FUL) formula will cause retail pharmacies to be reimbursed, on average, 36% lower than 
actual cost for a large number of the most frequently prescribed multi- 
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source medications. Independent pharmacies derive the bulk of their revenues from 
prescription drug sales, and 60% of these sales are for multi-source drugs. If the current 
formula is not revised, they will no longer be in a position to continue to care for patients if 
doing so forces them to accept a loss on a significant number of the prescriptions they 
provide. 

The proposed rule does not address dispensing fees to be paid to pharmacy providers. 
CMS has asked states to amend their dispensing fees to counter this loss. However, as 
federal payment reductions to state Medicaid programs continue, the likelihood of this 
happening is small. 

Data and Market Delays 

The proposed rule directs manufacturers to consider sales and associated price 
concessions extended to SCHIPs and SPAPs. Manufacturers do not have access to 
this information until they receive quarterly invoices from the states. The same is 
true for some Part D information. Instructions for addressing lagged data should be 
included in the final rule. 

The current instructions for calculating AMP are silent as to whether chargebacks, 
rebates and other discounts to be paid at a later date should be treated as-paid or as- 
earned. The final rules should state with specificity which methodology should be 
used. 

Upfront discounts on large purchases to be sold over an extended period of time 
can distort pricing available to retail pharmacies in the market. The final rule 
should adopt smoothing methodologies to handling price concessions of this 
nature. 

The proposed rule directs that AMP be calculated using a 9-digit NDC verses an 11-digit 
NDC. If pharmacies purchase the most economical size, the return on investment decreases 
and the chance of outdating increases. Current regulations specify that FLIL should be set on 
package sizes of 100 tablets or capsules or the package size most commonly dispensed by 
retail pharmacies. The final should continue using the 11-digit methodology to support 
market efficiencies and eliminate waste. 

Sincerely, 

Trey Hieneman, Director of Government Affairs 
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Cenbers for Medimre and Medicaid Services 
Attention CMS 2238P Mail Stop C4-26-05 
7500 Security BM 
Battimore, Maryland 21 244-1 850 

Subject: Med3cai Pmgram: Plescription Dnrgs; AMP Regulation 
CMS 22364 RIN OB38-AO20 

I am pleased to submi these commeng to the Centers for 4lWtm and Mediaid Services (CMS) 
regarding CMS' December 20,2006 proposed regulation thet would p W e  a fugulatory deSirvition of AMP as well 
as implement the new Medicakl Federal upper l i l  (FUL) program for generic drugs. 

1. Definition of URetail Class of Tmff  - &moval of PBMs and Mail Order Pharmacies 

Exduding PBMs and mail order pharmacies recognizes that these are not community 
pharrnades where the vast majority of Mediiid diem have pmsuiptions dispensed. These 
organizations do not dispense to the ugeneral public.' The more extensive comments 
submitted by Pennsylvania P h a m  Assodation have addressed d i a t i o n ,  
consistency wilh federal policy, and the bend& of excluding these data elements. 

2 Calculation of AMP - Removal of Rebates, Conwssions to PBMs and Mail. Order 
Pharmacies 

AMP should reflect prices paid by retail p h m e s .  lnduding these elements is counter to 
Congressional intent. 

3. bmoval of Medicaid Data 

lnduding these data elements is 'bootstmpping" the AMP calculation and does not recognize 
that Medicaid piWng is heavily mgdated by the state and federal gowrnments. 

4. Manufacfumr Data Reporting for Price Debermination - Addmss Market Lag and 
Potential for Manipulation 

The actual implementation of the AMP Regulation could create an avenue for market 
manipulation. The risk of both price Rucbrations and market manipulation, due to timing of 
manufacturer reporting and the extended ability to revise reported data, are amplified under the 
proposed stnrchrre. In order to address these concerns, Pennsylvania Pharmacists 
Association proposes a "trigger mechanism" whereby severe pka fluctuations are protnptly 
addressed by CMS. Furthermore, we comment on the lack of clarity on "claw bade from 
manofactumr reporting e m .  



Page 2 

5. Use of 11-Digit NDC versus 9-Digit NM: 

I b e l i i  that CMS should use the l l d i i  AMP value for the most commonly-dispensed 
package sire by retail pharmacies to calculate the FUL for a particular dosage form and 
sbength of a drug. The prices used to set the limits should be based on the most common 
padage size dispensed by retail pharmacies. Current regulations specify that the FUL should 
be set on padrage sizes of 100 tablets or capsules or the package size most commonly 
dispensed by retail pharmades. These entities can only be captured if the I I-digit padcage size 
is used. 

In conclusion, I support the more extensive wrnments that are being filed by Pennsylvania 
Pharmacists Assciation regarding this proposed regulation. I appreciate your consideration of these 
comments and ask that you please contact me with any questions. 

 hah had st Manager. 
Royer Pharmacy 
335 W. Main St. 
M a ,  Pa. 17540 
71 7-6563784 

cc. Members of Congress 
Senator Allen Specter 
Senator Robert P. Casey, Jr. 
Repmentative Joseph P i  
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Centers for Medicare and Medicaid Services 
Attention CMS 2238-P Mail Stop C4-26-05 
7500 Security Blvd 
Baltimore, Maryland 2 1244- 1850 

Subject: Medicaid Program: Prescription Drugs; AMP Regulation 
CMS 2238-P RIN 0938A020 

I am pleased to have the opportunity to submit these comments to the Centers for Medicare and Medicaid 
Services (CMS) regarding CMS' December 20,2006, proposed regulation that would provide a regulatory 
definition of AMP as well as implement the new Medicaid Federal Upper Limit (FUL) program for generic drugs. 
I am a pharmacist of Family Prescription Center, a community retail pharmacy located at 129 Main St., Mountain 
City, TN. We are a major provider of pharmacy services in the community, and your consideration of these 
comments is essential. 

1. Definition of "Retail Class of Trade" -Removal of PBMs and Mail Order Pharmacies 

CMS is proposing an overly broad inclusive definition of "retail class of trade" for use in determining the AMP 
used in calculating the FULs. The proposed regulatory definition of AMP would not reflect the prices at which 
retail pharmacies can purchase medications. Only manufacturers' sales to wholesalers for drugs sold to 
traditional retail pharmacies should be included in the AMP definition. Excluding PBMs and mail order 
pharmacies from the AMP determination recognizes that these are not community pharmacies, where the vast 
majority of Medicaid clients have prescriptions dispensed. Mail order pharmacies do not meet the "open to the 
public" distinction, as they require unique contractual relationships for service to be provided to patients. PBMs 
do not purchase prescription drugs from a manufacturer or wholesaler or dispense drugs to the general public. 
Both these types of organizations do not dispense to the "general public" and, therefore, should be excluded from 
the information used in the calculation of the AMP to be used for determining an FUL.The more extensive 
comments submitted by the Tennessee Pharmacists Association have addressed differentiation, consistency with 
federal policy, and the benefits of excluding these data elements. 

2. Calculation of AMP - Removal of Rebates, Concessions to PBMs and Mail Order Pharmacies 

AMP should reflect prices paid by retail pharmacies. Including the elements defined in the proposed regulations 
is counter to Congressional intent. Rebates and other concessions paid by manufacturers to entities such as mail 
order pharmacies and PBMs are not shared with community retail pharmacies and, thus, do not reduce the prices 
pharmacies pay for drugs and are not available to the "general public." These rebates and concessions must be 
excluded from the calculation of the AMP used to determine the FULs. 

While the AMP data is not currently publicly available, so that retail pharmacies can actually determine what the 
relationship will be between the proposed AMP-based FULs and the prices retail pharmacies pay to acquire the 
drugs, the GAO has conducted an analysis of this relationship. The GAO used the highest expenditure and the 
highest use drugs for Medicaid in the analysis. The GAO reported that retail pharmacies will be reimbursed, on 
average, 36% less than their costs to purchase the drugs included in the analysis. A business can not be sustained 
if it is forced to continuously sell its products below its actual acquisition costs. 



The CMS claims that almost all stores sell goods other than prescription drugs, and that overall sales average 
more than twice as much as prescription drug sales. This is not the case in my 
where the majority of our business comes from prescription drugs. What the ' 
should not be used in any decision regarding determination of the FULs. FUL pricing should be based solely on 
the prices retail pharmacies pay for drugs. 

3. Removal of Medicaid Data 

Medicaid pricing is heavily regulated by the state and federal governments. Medicaid should be treated 
consistently with other federal payor programs, and also be excluded fkom AMP in the proposed regulation. 

4. Manufacturer Data Reporting for Price Determination -Address Market Lag and Potential for 
Manipulation 

The actual implementation of the AMP Regulation could create an avenue for market manipulation. The risk of 
both price fluctuations and market manipulation, due to timing of manufacturer reporting and the extended ability 
to revise reported data, are amplified under the proposed structure. In order to address these concerns, the 
Tennessee Pharmacists Association (TPA) proposes a "trigger mechanism" whereby severe price fluctuations are 
promptly addressed by CMS. Furthermore, the TPA comments on the lack of clarity on "claw back" from 
manufacturer reporting error. 

5. Use of 11-Digit NDC versus 9-Digit NDC 

We believe that CMS should use the 1 ldigit AMP value for the most commonly-dispensed package size by retail 
pharmacies to calculate the FUL for a particular dosage form and strength of a drug. Some drug products are sold 
in extremely large drums or package sizes (e.g., 5,000, 10,000,25,000 or even 40,000 tablets or capsules) that are 
not practical for a typical retail pharmacy to purchase due to the excess amount of product and carrying cost that 
would result from holding this large quantity in inventory for a much longer than usual time. In some community 
retail pharmacies, the product would go out of date before it could be dispensed. It simply would not be feasible 
or practical to purchase in these quantities. The prices used to set the limits should be based on the most common 
package size dispensed by retail pharmacies. Current regulations specify that the FUL should be set on package 
sizes of 100 tablets or capsules or the package size most commonly dispensed by retail pharmacies. These entities 
can only be captured if the 1 1 -digit package size is used. 

In conclusion, I support the more extensive comments that are being filed by the Tennessee Pharmacists 
Association regarding this proposed regulation. I appreciate your consideration of these comments and ask that 
you please contact me with any questions. 

Sincerely, 

cc: Senator Lamar Alexander 
Senator Bob Corker 
Representative David Davis 
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tiq& 
I@ Regions Hospital' 
February 19,2007 

Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-2238-P 
P.O. Box 8015 
Baltimore, MD 2 1244-80 1 5 

To Whom It May Concern: 

On behalf of Regions Hospital Pharmacy, I am responding to the request for comments on 
proposed regulations to implement the Deficit Reduction Act of 2005 (the "DRA"), published in the 
Federal Register on December 22,2006. Regions Hospital is a 427 bed hospital located in St. Paul, 
Minnesota. Regions Hospital is the 2nd largest provider of uncompensated care in the state of 
Minnesota. Regions 2006 uncompensated care write-offs will total approximately $34.5 million. 
Since 2003, our write-offs have nearly doubled. Regions Hospital qualifies as a disproportionate share 
hospital ("DSH) under the Medicare program and is enrolled as a covered entity under the federal 
340B drug discount program. Our principal concerns about the proposed regulations are threefold. 

First, the proposed regulations would create enormous administrative and financial 
burdens for our hospital by requiring the reporting of NDC information on drugs 
administered in hospital outpatient settings. In order to comply with these requirements if 
passed, Regions would need to create an electronic management system to report NDC data. 
At this time the NDC data requested does not currently exist in an accessible format. To 
comply using a manual process would be cumbersome and would consume people resources 
that currently provide direct patient care. The expense of creating an electronic process 
could easily exceed several hundred thousand dollars for Regions Hospital. 

Second, CMS's proposed policies would significantly decrease the savings our 
hospital achieves through participation in the 340B program, to the extent that the new rules 
may result in States imposing manufacturer rebate obligations (and accompanying 
requirements for 340B hospitals to forego the benefit of 340B discounts) on hospital 
outpatient clinic drugs that should be treated as exempt from rebate requirements. 

Third, the rules relating to the treatment of prompt pay discounts in computing 
Average Manufacturer Price ("AMP"), as currently drafted, could drive up the prices our 
hospital pays for outpatient drugs by adversely affecting the formula for calculating 340B 
prices. The projected impact on Regions could exceed $200,000 per year for this rule. 



If the proposed rules changes are implemented as written, Regions Hospital 
Outpatient Pharmacy will need to evaluate participation in the 340B program as the cost to 
comply with the rules could easily exceed the annual savings currently realized and used to 
fund uncompensated care for the hospital as a whole. The ability of Regions Hospital to 
provide quality care at affordable prices for the underserved population we serve could be in 
jeopardy. 

We hope that you will give serious consideration to the problems addressed in this letter, and 
that the proposed regulations published on December 22 will be clarified and revised as a result. 

Sincerely, 

Craig Harvey 
Outpatient Pharmacy Manager 
Regions Hospital 
640 Jackson Street 
St. Paul, MN 55101 



Submitter : Mr. MAHENDRA PATEL 

Organization : FAMILY FARMACIA INCIAIPHA 

Date: 02/2012007 

Category : Pharmacist 

Background 

Background 
We are Medicaid provider in smte of Illinois. Almost 80 % of our business is Medicaid.We would like to submit comments about proposed 
AMP base rcimbursment for Medicaid to go into affecte on July 01.2007. 

Collection of Information 
Requirements 

Collection of Information Requirements 

A study done by Grand Thorton LLPon behalf of NCPA and NACS determine the cost of dispensing at $10.50 per precscription on average.%s study was 
conducted on August 2006 thant included data from 24,400 phannacies.The cost of doing business is increase every single 
day. 

GENERAL 
If AMP base reimbmmmt goes into effect, many independents pharmacies are forced out of Medicaid business, the quality of 
care will suffer in urban & rural area.'Ihis will increase the 
medival expenses of state as many medicaid recipients will end up with bigger health problem requiring hospitalization.1f AMP base 
rcknbusment should go in to effect, it should be reflect the actual 
acquisiton cost of phannacy with dispending fee should be increase 
at least $ 13.50 to reflect the increase cost fo filling prescriptions. 

Provisions of the Proposed 
Regulations 

Provisions o f  the Proposed Regulations 

The proposed rulling make AMP as basis for FUL ( Federal Upper Limit) 
is in Medicaid program.According tThweo GAO ( Govermeat Accountabity ) 
these FULs will be 36 % below average aquis$ion cost of most pharmacies. 

Regulatory Impact Analysis 

Regulatory Impact Analysis 

The average dispensing fee being so low. If this AMP based 
reimburstmcnts goes into effect many many independents will stop filling Medicaid prescriptions and some who do, much of their 
businnes with medicaid will be forced out of business. 
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February 15,2007 

Centers for Medicare and Medicaid Services 
Altention CMS 2238-P Mail Stop C4-26-05 
7500 Security Blvd 
Baltimore, Maryland 2 1244- 1850 

Snb,ject: Medicaid Program: Prescription Drugs; AMP Regulaiion 
(2MS 2238-P RIN 0938-A020 

1 am pleased to have the opportunity to submit these corr.ments to the Centers for hfedicare and 
Medicaid Services (CMS) regarding CMS' December 20.2006, proposed regulation that wou!d 
prox/ide a regulatory definilion of AMP as wel; as irnplcrnent the ncw Medicaid Federal Upper 
Limit (FUL) program for generic dr.ugs. I am a pharmacist end CIM ner of Eown Home Pharmacy, a 
community retail pharmacy iocated a1 I034 Main Street Bear1 Station, TN 3 7708. We are a major 
prav~der of pharmacy services in the ccmmunity, and your conrideretion of these commcnis is 
essential. 

I .  Definition of "Retail Class of Trade" - Remowal of PBMs and Mail Order Pharmacies 

CMS is proposing an overly hroad inclusive dei'jnition of "retai! class of trade" for use in 
determining the AMP used in calculating the FU1,s. The proposad regulatory defir~ition GF AMP 
would not reflect the prices at which retail pharn~acies cen prii?ase ~nedicatir~ns. i>nly 
manufacturers' sales to wholesalers for drugs sold to traditionai retai! pharn1ar:ies shoultl be 
included in the AMP definition. Excluding PBMs rand mail order pharmacies ficm the AVP 
determina~ion recognizes that these are not cornmuni% pliarmacies. where the vast majority or' 
Medicaid clients have prescriptions dispensed. M ~ i l  ord::r phsrmacies do not meet the "open io t1.i~; 

public" distinction, as they require unique contrzctual relationships for service to be provided to 
patients. PBMs do not pl.irchase prescription drugs from a manufacturcx or wholesaler or dispense 
drugs to the general public. Both these t>/pes of organizations do not dispense to the "general 
public" and, therefore. should be excluded fivm rhe inforn~atiori used in the calcuZatioii of the AM'I" 
to be used for determining an FIJI,. The more extensive corr,n~ents submitted by the Tennessee 
Pharmacists Association have addressed differentiation, consistency with federal policy, and the 
benefits of excludirrg these data elements. 

2. Calculation of 4MP - Removal of Rebates, Csncessionr, to PBMs and Mail Or-der 
Pharmacies 

AMP shwld reflect prices paid bj, retaii pharmacies. Ine1a:dir.g the clenicr?ts defined in tk.e 
proposed regulations is coimter to Congressional intent. Retales and other ccncessioils paid by 
manufacturers to entities such as mail order phannacies and PBMs are not shared with coml-nunity 
retail phannacies and, thus, do not reduce the prices ~harrrtacies pay fcr drugs arid are riot a.vaila.bls 
to the "general public;" 'These reb~tes and concessions must l,e exc!iided from the calculation of 
the AMP used to determine the FUl,s. 

While the AMP data is not currelltly publicly availabie. so that retail pharinacies can actually 



determine what the relationship will be between the proposed AMP-based FULs and the prices 
retail pharmacies pay to acquire the drugs, the GAO has conducted an analysis of this relationship. 
The GAO used the highest expenditure and the highest use drugs for Medicaid in the analysis. The 
GAO reported that retail pharmacies will be reimbursed, on average, 36% less than their costs to 
purchase the drugs included in the analysis. A business can not be sustained if it is forced to 
continuously sell its products below its actual acquisition costs. 

The CMS claims that almost all stores sell goods other than prescription drugs, and that overall 
sales average more than twice as much as prescription drug sales. This is not the case in my 
pharmacy [OR the pharmacy in which I work], where over % [OR the majority] of our 
business comes from prescription drugs. What the "other sales" in the pharmacy are should not be 
used in any decision regarding determination of the FLILs. FUL pricing should be based solely on 
the prices retail pharmacies pay for drugs. 

3. Removal of Medicaid Data 

Medicaid pricing is heavily regulated by the state and federal governments. Medicaid should be 
treated consistently with other federal payor programs, and also be excluded from AMP in the 
proposed regulation. 

4. Manufacturer Data Reporting for Price Determination - Address Market Lag and 
Potential for Manipulation 

The actual implementation of the AMP Regulation could create an avenue for market manipulation. 
The risk of both price fluctuations and market manipulation, due to timing of manufacturer 
reporting and the extended ability to revise reported data, are amplified under the proposed 
structure. In order to address these concerns, the Tennessee Pharmacists Association (TPA) 
proposes a "trigger mechanism" whereby severe price fluctuations are promptly addressed by CMS. 
Furthermore, the TPA comments on the lack of clarity on "claw back" from manufacturer reporting 
error. 

5. Use of 1 1-Digit NDC versus 9-Digit NDC 

We believe that CMS should use the 1 1-digit AMP value for the most commonly-dispensed 
package size by retail pharmacies to calculate the FUL for a particular dosage form and strength of 
a drug. Some drug products are sold in extremely large drums or package sizes (e.g., 5,000, 10,000, 
25,000 or even 40,000 tablets or capsules) that are not practical for a typical retail pharmacy to 
purchase due to the excess amount of product and carrying cost that would result from holding this 
large quantity in inventory for a much longer than usual time. In some community retail 
pharmacies, the product would go out of date before it could be dispensed. It simply would not be 
feasible or practical to purchase in these quantities. The prices used to set the limits should be based 
on the most common package size dispensed by retail pharmacies. Current regulations specifL that 
the FUL should be set on package sizes of 100 tablets or capsules or the package size most 
commonly dispensed by retail pharmacies. These entities can only be captured if the 1 1 -digit 
package size is used. 

In conclusion, I support the more extensive comments that are being filed by the Tennessee 
Pharmacists Association regarding this proposed regulation. I appreciate your consideration of 
these comments and ask that you please contact me with any questions. 



Sincerely, 

Jimmy Collins 
420 Derbyshire Court 
Morristown. TN 37814 

cc: Senator Lamar Alexander 
Senator Bob Corker 
U.S. Representative David Davis 
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Virginia Tobiason 100 Abbott Park Rd. t 847-037-8438 
0391. Bldg. AP6D-2 f 847-935-661 3 
Abbotl Park, IL 600644008 

February 20,2007 

VIA ELECTRONIC SUBMISSION AND HAND-DELIVERED 
(http:llwww.cms.h hs.govleRulemaking) 

Ms. Leslie Notwalk 
Actirlg Administrator 
Centers for Medicare & Medicaid Services (CMS) 
Department of Health and Human Services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 21244-801 5 

Re: Comments on Proposed Rule Related to the Medicaid Drug 
Rebate Program, (CMS-2238-P) 

Dear Administrator Notwalk: 

Abbott is pleased to submit comments regarding several specific provisions of 
the Centers for Medicare & Medicaid Services' (CMS) proposed rule to 
implement the Medicaid prescription drug provisions of the Deficit Reduction 
Act of 2005 (DRA). Abbott is a broad-based health care company that 
discovers, develops, manufactures and markets products that span the 
continuum of care -from prevention to treatment and cure. Our product 
portfolio includes pharmaceuticals and medical devices as well as nutritional 
products for children and adults. Abbott is headquartered in north suburban 
Chicago, Illinois and employs 65,000 people worldwide. 

We commend CMS for the thoughtful approach taken in the proposed rule. 
Abbott understands the difficulties faced by CMS in drafting a regulation that 
addresses the complexities and realities of today's pharmaceutical 
marketplace. 

r;l Abbott 
A Promise for Life 



Our specific comments follow. 

Determination of AMP (Section 447.504) 

CMS has advanced a proposed rule that provides the much-needed clarity that 
has been recommended and requested by Congress, the GAO, OIG and 
stakeholders. In defining AMP with respect to the "retail pharmacy class of 
trade" we agree with CMS' interpretation that Congress intended to include 
multiple entities beyond the traditional walk-in retail pharmacy. Therefore, to 
reflect the reality of today's retail pharmaceutical marketplace, it is appropriate 
that CMS defines "retail class of trade" to include entities such as independent 
pharmacies, chain pharmacies, mail order pharmacies, and other 
arrangements that utilize retail class of trade for the dispensing of 
pharmaceuticals such as PBMs. Abbott also supports the inclusion of SCHIP, 
Medicare Part Dl and SPAP sales, units and rebates in the calculation of AMP. 

PBM Pavments - Abbott commends CMS' recognition that PBMs have 
assumed a significant role in retail drug distribution since the enactment of 
the --- Medicaid rebate law. We fully support CMS' proposal that AMP 
should be calculated to reflect the net price realized by the manufacturer 
inclusive of any "discounts, rebates, or other price concessions to PBMs 
associated with sales for drugs to the retail pharmacy class of trade." 
Abbott agrees that other arrangements with third party intermediaries, such 
as PBMs, which impact the amount realized by the manufacturer on drugs 
distributed to the retail class of trade should be included in the calculation 
of AMP. 

In the proposed rule, CMS seeks comment as to whether the inclusion of 
PBM rebates, discounts, and other price concessions in the AMP 
calc~llation is operationally feasible. As a manufacturer, Abbott would not 
have difficulty tracking rebates, discounts and other price concessions, as 
we are knowledgeable of such payments to the PBMs. Contracts with 
these entities generally provide that rebates, discounts, and other price 
concessions are payable to a PBM for prescriptions dispensed at retail and 
mail order pharmacies. Therefore, Abbott believes that manufacturers 
should be able to include all such rebates and other price concessions in 
the AMP calculation. 
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Abbott, however, is concerned about any approach that would impose on 
manufacturers an obligation to determine whether such price concessions 
are passed on to others, because we do not have access to that 
information. We ask that CMS clarify that there is no automatic 
requirement that manufacturers affirmatively obtain information concerning 
such downstream transactions. 

Cou~ons - The proposed rule would require manufacturers to include in 
their AMP and Best Price calculations the value of any patient coupons 
except those redeemed by a patient directly to the manufacturer. We ask 
CMS to reconsider this proposal for two reasons. First, patient coupons 
provide a benefit only to the individual and do not provide a benefit or truly 
impact any third party. And second, differential treatment of coupons 
based on method of redemption could have unintended consequences for 
patients who rely on coupons to help lower their drug prices. For example, 
patients could experience a delay in receiving the benefit of the coupon at 
point of purchase or some may never realize the offered benefit due to the 
additional steps that would be required to redeem the coupon directly with 
the manufacturer. We ask that CMS reconsider and permit manufacturers 
to exclude patient coupons from AMP and Best Price calculations. 

Sinale AMP- CMS should be aware that the Office of Pharmacy Affairs 
(OPA), within the Healthcare Systems Bureau of the Health Resources and 
Services ~dminjstration issued a letter dated January 30, 2007 advising 
pharmaceutical manufacturers that the DRA's statutory and regulatory 
changes to AMP will not impact the AMP used by the 340B program. If 
OPA's determination stands, pharmaceutical manufacturers will be 
required to calculate and maintain two separate AMPs. 

We believe that a single AMP is intended for use by both the Medicaid 
Rebate Program and the 3406 program. We believe that Congress did not 
intend for two separate AMPs to be used - one for Medicaid rebates and 
the other for 340B pricing. 

We respectfully request that CMS work with OPA to ensure that 
pharmaceutical manufacturers are required to maintain only one AMP per 
11-digit NDC. 
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El Determination of Best Price (Section 447.505) 

Prompt Pav Discounts - While the DRA requires pharmaceutical 
manufacturers to exclude customary prompt pay discounts to wholesalers 
from AMP calculations, Congress was silent on the treatment of prompt 
pay discounts on Best Price determinations. A change in treatment of 
prompt pay discounts to exclude them from the calculation of AMP not only 
increases the basic rebate (15.1 % of a now higher AMP) but also, in fact, 
establishes a new Best Price. We do not believe that it was Congress' 
intent to create a new level of Best Price and we urge CMS to reconsider 
its position. A more equitable treatment is to exclude the prompt pay 
discount not only from AMP but also from a manufacturer's Best Price 
determination. 

Bi~ndled Sales - We recommend that CMS refrain from expanding the 
definition of bundled sales and instead adopt in the final rule the current 
definition contained in the Medicaid Rebate Agreement. The Medicaid 
Rebate Agreement defines a bundled sale as "the packaging of drugs of 
different types where the condition of rebate or discount is that more than 
one drug type is purchased, or where the resulting discount or rebate is 
greater than that which would have been received had the drug products 
been purchased separately." We ask CMS to confirm that it is only in 
arrangements where a discountlrebate is offered on one drug contingent 
on the actual purchase of a separate drug, that a bundled sale exists. 
Also, in recognition of the fact that a given contract may describe multiple 
discounts, only some of which are bundled discounts, we ask CMS to 
confirm that the allocation required by the proposed rule need only be 
performed in connection with bundled discounts and the products whose 
sales create the bundle. 
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Authorized Generic Drurrs (Section 447.506) 

The DRA requires a manufacturer holding title to an original NDA of an 
authorized generic drug to include in the branded drug's Best Price calculation 
the sales of the authorized generic drug. 

Abbott interprets the statute and proposed rule as imposing a new requirement 
on an NDA holder to include in its Best Price determination sales of the 
authorized generic drug by the authorized generic companylsecondary 
manufacturer. The statute and proposed rule do not appear to require the 
NDA holder to include in its Best Price determination the transfer price from 
the NDA holder to the authorized generic companylsecondary manufacturer. 
The proposed rille's preamble language reads in pertinent part, "We propose 
to require the NDA holder to include sales of the authorized generic product 
marketed by the secondary manufacturer or the brand manufacturer's 
subsidiary in its calculation of AMP and Best Price." This language indicates 
that it is the downstream sales of the authorized generic company or 
secondary manufacturer that the statute requires to be included in the brand 
manufacturer's Best Price determination. This interpretation is consistent with 
the manner in which CMS has historically treated Best Price, intending to 
capture in the calculation all downstream sales into the commercial 
marketplace. Although the proposed rule provides some guidance, Abbott 
encourages CMS to explicitly confirm in the final rule that the statute does not 
require an NDA holder to include in its AMP and Best Price calculations the 
transfer price of the authorized generic drug from the NDA holder to the 
secondary manufacturer. 

Also, CMS should provide assurances that the primary manufacturer is 
permitted to rely on the accuracy of the pricing information provided by the 
authorized generic company. 

Requirements for Manufacturers (Section 447.5 10) 

12-month roll in^ Averaae Methodology - We appreciate CMS' willingness 
to entertain comments from manufacturers about applying a 12-month 
rolling average methodology to the calculation of monthly and quarterly 
AMPS. This methodology is particularly helpful for the monthly calculation, 
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El payer for a drug for which the Medicaid program pays only a small co- 
payment. 

We believe this to be the intent of the statutory language, which is bolstered by 
then Senate Finance Chairman Grassley in his August 14, 2006 letter to CMS 
in which he advised that it was not Congress' intent to require manufacturers 
to pay rebates at a level above the percentage paid for the drug by a state 
Medicaid program. Applicable statutory language further supports this point. 
As a prerequisite to receiving federal Medicaid matching funds, Section 
1927(a)(7)(A) of the Social Security Act, as amended by Section 6002 of the 
DRA requires states to collect and submit utilization and to secure Medicaid 
rebates for single source physician-administered drugs. The statutory 
language reads in pertinent part, "to secure rebates under this section for 
drugs administered for which payment is made under this title." This language 
clearly refers to payments under the Medicaid program. The statutory 
language does not give states the authority to collect rebates based on 
expenditures through the Medicare program. 

Abbott appreciates the opportunity to comment on the proposed rule, as well 
as the effort that CMS has put into the development of the proposed rule. We 
look forward to further dialogue with CMS on the many important topics 
addressed in this rulemaking and hope our comments are helpful. Please feel 
free to contact us if we can be of further assistance. 

Sincerely, 

Virginia Tobiason 
Senior Director, Corporate Reimbursement 
Government Affairs 
Phone: 847-937-8438 
virginia.tobiason@abbott.com 
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El because the DRA does not permit manufacturers to restate monthly AMPS. 
In general, a rolling averag$ methodology benefits virtually all stakeholders 
by providing stability in pricing and avoiding significant fluctuations in 
monthly and quarterly AMPs caused by lagged sales and rebate data. 

Recalculation of Base Date AMP - Abbott applauds CMS for recognizing 
that manufacturers should have the opportunity to adjust base date AMP to 
account for the changes set forth in the DRA and the final rule. However, 
we request that pharmaceutical manufacturers be given the opportunity to 
restate earlier 2007 AMPs to account for the CPI impact caused by 
implementation of the DRA's Prompt Pay and authorized generic 
provisions and also be able to re-establish the base date AMP for the new 
calculation metric created by the CMS final rule. Senator Grassley stated 
in his May 12, 2006 letter to CMS in pertinent part, "... your 
recommendations should suggest a means for adjusting rebate 
computations so that no manufacturer is subject to increased inflation 
adjustment rebates by function of the changing definition." The Senator's 
statement is consistent with the two-step approach advocated by Abbott 
above. 

Certification of Pricing Re~orts - CMS proposes to adopt the certification 
requirements established by the Medicare Part B Program for average 
sales price (ASP). While we applaud the goal of consistency with ASP 
procedures, we respectfully remind the agency that ASP is calculated on a 
quarterly basis, not every month. The timeliness of our monthly AMP 
reports will be undermined if we are required to provide certification as 
outlined in the proposed rule. The Medicaid Rebate statute contains a civil 
monetary penalty provision for knowingly submitting false information. As 
there is no statutory requirement in the DRA for such a certification we ask 
that CMS eliminate the certification process for the monthly AMP reports. 

Phvsician-Administered Drugs (Section 447.520) 

Concerning rebates for physician-administered drugs, we respectfully request 
that CMS provide clarification in the final rule that the states should collect a 
Medicaid rebate only for that portion of the payment made by a state Medicaid 
program. If CMS does not clarify this provision, manufacturers c o ~ ~ l d  be 
required to remit full rebate payments to states where Medicare is the primary 
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Submitter : Mrs. Colleen Cox Date: 02/20/2007 

Organhation : ClenrSpring Pharmacy 

Category : Individual 

GENERAL 

GENERAL 

> The fonnula for AMP-based Federal Upper Limits (FULs) in the proposed rule will not cover pharmacy acquisition costs for multiple-source generic 
medications 
> Average  manufacture^ Price (AMP) was never intended to serve as a basis for reimbursement. 
> To be an appropriate benchmark, AMP must be defined to reflect the actual cost paid by retail pharmacy. This will be accomplished by 
> Excluding all rebates and price concessions made by manufacturers which are NOT available to retail pharmacy. 
> Excluding all mail order facilities and PBM pricing from AMP calculation. Mail order facilities and PBMs are extended special prices from m a n u f m  and 
they are not publicly accessible in the way that brick and mortar pharmacies are publicly accessible. 
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Subdtter : MI. Nancy Mosher 

Organization : Planned Parenthood of Northern New England 

Categomy : Health Care Provider/A~ociation 

Issue Areadcomments 

GENERAL 

GENERAL 
See Attachment 

Date: 0212012007 
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COMMENT FROM 
PLANNED PARENTHOOD OF NORTHERN NEW ENGLAND HEALTH CENTERS 

February 1 6th ,2007 

Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare & Medicaid Services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244- 1 850 

RE: File Code CMS-2238-P 

Dear Administrator Norwalk: 

I am the President and CEO of Planned Parenthood of Northern New England (PPNNE), which 
includes a network of 26 non-profit outpatient health centers in Vermont, New Hampshire, and 
Vermont that provides critical reproductive health services to uninsured and underinsured 
women, men and teens. PPNNE serves over 60,000 patients each year. Over 70% of these 
patients are under 200% of the Federal Poverty Level and can not afford the health services -- 
particularly oral contraceptives -- that PPNNE provides without discounted prices and our sliding 
fee scale. 

For over 40 years, PPNNE has been committed to ensuring access to quality reproductive health 
services to women and men in Vermont, New Hampshire and Maine regardless of their ability to 
pay. In addition to providing deeply discounted oral contraceptive medications to women, we 
provide pregnancy tests, screening for cervical, breast and testicular cancer; testing and treatment 
for sexually transmitted infections, and immunizations for women, men and teens. Our ability to 
provide this range of services to the underprivileged members of our communities rests in large 
part with our ability to purchase oral contraceptive drugs from drug manufacturers willing to 
provide them at nominal prices 

We are writing with great concern that the Centers for Medicare and Medicaid Services ("CMS") 
did not define "other safety net providers" as authorized by section 600 1 (d)(IV) of the Deficit 
Reduction Act of 2005 ("DRAW). PPNNE is a safety net provider, but it is critical that we are 
defined as such to ensure access to nominal prices for contraceptives. 

At this time all but one of PPNNE's health care centers are considered 340B covered entities (as 
defined in DRA section 6001 (d)(I)) through either Title X federal family planning program or 
the section 3 18 STD prevention program. While the 340B program currently keeps our health 
centers eligible for nominal drug pricing, 340B is simply not our golden ticket to sustained 
business. Given state and federal financial constraints, we simply cannot rely on the continued 



funding from Title X and section 3 18, thus our eligibility as a 340B program is under constant 
threat. Thus, It is crucial to the continued operation of PPNNE's health centers that the 
Department of Health and Human Services (HHS) immediately defines "other safety net 
providers." 

Quite simply, Title X and section 3 18 provide us with only a thin layer of eligibility for favorable 
drug pricing, but this protection is easily upset. This tenuous nature of our participation in the TX 
and 3 18 programs is real. Therefore, this issue is of great concern to us. The continuation and 
fiscal viability of PPNNE lies in our ability to purchase oral contraceptives at less than 10% of 
the average retail price. Should we lose our Title X or section 3 18 at any of our health centers, 
our ability to continue to serve our patients would be greatly compromised. 

If we lose our Title X or section 3 18 status, we also lose our 340B status. While losing our 340B 
status would not change our commitment to providing poor women with affordable 
contraception, we would have no statutory access to the nominal drug pricing program. For this 
reason, we strongly urge CMS to include in its definition of safety net providers non profit health 
care facilities like ours. 

If we are not defined as a safety net provider and lose eligibility under 340B, our ability to serve 
our clients would be crippled - not only in the areas of offering low cost contraception, but in all 
areas of reproductive health care. In effect we would no longer be able to provide the high 
quality services for poor women and men that they desperately need. This gap in services would 
have a particularly devastating impact to over 40,000 clients who are under 200% of the Federal 
Poverty Level that we serve in Vermont, New Hampshire and Maine each year. 

Planned Parenthood of Northern New England urges CMS very strongly to reconsider its 
position and exercise the authority granted it by Congress to define "other safety net providers" 
in the final rule. 

Respectfully Submitted, 

Nancy Mosher 
President and CEO 
Planned Parenthood of Northern New England 
Vermont, New Hampshire and Maine 



Submitter : Ms. Michelle Featheringill 

Organization : Planned Parenthood of New Mexico 

Category : Other Health Care Provider 

Issue ArdComments 

GENERAL 

GENERAL 

See Attachment 

Date: 0212012007 

Page 77 of 372 March 01 2007 01:35 PM 

- - 



February 20,2007 

Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare & Medicaid Services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244- 1850 

RE: File Code CMS-2238-P 

Dear Administrator Norwalk: 

I submit these comments as President and CEO of Planned Parenthood of New Mexico, Inc. - a 
non-profit organization that has been providing reproductive health care in New Mexico since 
1964. Each year we serve over 26,000 individuals in our five outpatient health centers located in 
Albuquerque, Rio Rancho and Santa Fe. More than 22 percent of New Mexicans lack health 
insurance so many women in the state count on us for low-cost, high quality health care. 

In a recent survey, we determined that more two-thirds of our patients at Planned Parenthood of 
New Mexico (PPNM) have incomes below 150 percent of the federal poverty level. On the state 
level, twenty-three percent of women aged 15-44 have incomes below the federal poverty level, 
and 3 1 percent of all women in this age group are uninsured (i.e. do not have private health 
insurance or Medicaid coverage). Fifteen percent of women aged 15-44 are enrolled in Medicaid. 
However, according to the Guttmacher Institute, public family planning clinics in New Mexico 
only serve 54 percent of all women in need of publicly supported contraceptive services and 52 
percent of the teenagers in need. 

Many women and teens choose to come to PPNM because we've been providing services for 
over 40 years in the state, while other health care organizations have come and gone. They know 
who we are and where we are. Students and women who work appreciate our convenient walk-in 
and same-day appointments, and our evening and weekend hours. 

Our patients know that Planned Parenthood is committed to keeping costs for services and 
supplies affordable and accessible. We've developed programs like PILLS NOW, PAY LATER 
a plan that allows a patient to take home .a years worth of contraceptives, which she can pay for 
via debit card or bank draft each month. This is especially appealing for women who may have 
to travel some distance every month to reach a pharmacy in a state as large as New Mexico. 
However, our recent increase in pill prices has caused some patients to reconsider entering the 
program since they're not certain they'll have enough money in their account each month. Others 
are struggling to cover the monthly cost of their oral contraceptives now - we've had patients 
pay with a pile of bills and change. 



PPNM has been able to serve women in need of low-cost reproductive health care services 
because we have historically been able to purchase oral contraceptive drugs from manufacturers 
willing to provide them at nominal prices. Like most Planned Parenthood providers, we strive to 
keep all of our prices for services, as well as contraceptive methods, as low as possible. When 
we were hit with the direct impact of the "Deficit Reduction Act," we were unable to fully 
absorb the increased costs that we experienced, and subsequently were forced to pass on the 
substantial increase to our patients. Without nominal pricing availability, we fear that the 
negative impact and inability of our patients to pay the necessary increases will make it 
extremely difficult for us to sustain our clinics financially. If PPNM were forced to close our 
clinic doors, the negative impact in our very poor State would be immense. 

As you know, effective last month, only three kinds of providers are allowed to purchase drugs at 
nominal prices: 340B covered entities, intermediate care facilities for the mentally retarded and 
state owned or operated nursing homes. Many of our Planned Parenthood sister health centers 
across the country are Title X clinics, and therefore 340B covered entities. Their ability to 
purchase oral contraceptives at very low prices is assured. Planned Parenthood of New Mexico, 
however, is not federally funded. Therefore, we do not qualify as a 340B covered entity. 

At the same time, PPNM serves as a key safety net provider to many women in our state. Our 
ability to continue to do so rests with our ability to purchase contraceptive drugs at a nominal 
price. Therefore, we were deeply disappointed when CMS did not define "safety net provider" or 
apply the ability to purchase nominally priced drugs to other safety net providers in the proposed 
rule. Unfortunately, like many other small safety net providers, we do not qualify for the three 
categories above. 

We sincerely hope that the Centers for Medicare and Medicaid Services (CMS) will reconsider 
and exercise its authority to name "other safety net providers" that would be eligible to purchase 
drugs at nominal prices without affecting the best price calculation. PPNM is a clearly safety net 
provider and we strongly urge CMS to include in its definition of safety net providers nonprofit, 
outpatient clinics like ours. 

Over 26,000 women rely on PPNM every year for their family planning and contraceptive needs; 
we are an integral resource for New Mexicans. It is imperative for us to maintain our ability to 
purchase contraceptives.through a nominal pricing purchasing contract. Please strongly consider 
our request. 

We appreciate your time and the opportunity to present our comments 

Respectfully submitted by, 

Michelle Lynn Featheringill 
PresidentICEO 
Planned Parenthood of New Mexico 
Albuquerque, NM 



Date: 02/20/2007 

Organization : 

Category : Pharmacist 

Issue Are.s/Commenta 

GENERAL 

GENERAL 
The p p o d  rule could have a devastating impact on the financial viability of retail pharmacies and pharmacy practice. Community pharmacies cannot purchase 
multi-source generics at the prices obtained by PBM owned pharmacies and mail order pharmacies. Major mail order pharmacies and PBM's buying power 
allows them to leverage manufacturen for substantial rebates which are not available to retail pharmacies. This rule will give mail order pharmacies an unfair 
competivie advantage over retail pharmacy. PBMs are currently already forcing the majority of patients to use their own mail order pharmacie8 in order to save 
money on their copays. If you ever speak with those patients forced either financially or otherwise to use mail-order you will find the majority are disatisfied 
with the care they receive. They continue to go to their neighborhood retail pharmacy for conseling and other services. If you pass legislation that continually 
only affects the little guy then where will YOU go to fill your anitbiotic prescription or pain pills when all the neighborhood pharmacies are out of business. Who 
will fill prescriptions in the rural mas? If you want to control the cost of medications, taget those ultimately responsible, the drug manufachlrers and physicians 
that are prescribing brand name medications when there are generics that would work just as  well 80% of the time. It is not the retail pharmacies that are profiting. 
If you find that hard to believe then look at the reported profits of the major drug companies and PBM's versus independent retail pharmacies. I guess every 

legislative effort in this great country of ours is only aimed at helping the rich get richer and the poor get poorer. Im glad my tax dollars are spent on helping 
compaines like Merck who own the manufacmrem, mail order pharmacies and insurance companies get richer. What next? I know let Merck own physicians too. 
Then they alone can tell patients and CMS what the patient can take, where they can purchase it and what physician they are required to go to. Maybe then 
companies like Merck can take over CMS or wait maybe in cerbin ways they already have. 
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Submitter : Dr. Thad Schumacher Date: 02/20/2007 

Organization : Dr. Thad Schumacher 

Category : Pharmacist 

Issue ArePdComments 

GENERAL 

GENERAL 
Dear Ms. Nonvalk: 

I am writing to you to express my concerns with regard to the current proposed medicare prescription drug pricing suggested under CMS 2238 P. It is my 
opinion and that of the majority of my pmfession that using the proposed mles to calculate AMP will have a dramatic reduction of Medicare patients access to 
their pharmacists and disastrous effects on the small businesses of independent retail pharmacies across the nation. 

As a manager of a new independent pharmacy in a metropolitan area, I see and experience retail pharmacies struggle to provide personalized patient care such as 
compliance asxistance, patient education, and home delivery while seeing reimbursements continue to he reduced. Everyday, I help Medicare patients choose the 
right medication to compliment their therapy while simultaneously choosing the most cost-effective therapy for them. It costs about $9.00 according to the 
National Association of Chain hugstores to fill the average prescription. This number at my pharmacy would he higher as I make it a point to spend quality time 
with each of my patients. 

Not only does it more expensive to fill prescriptions for the Medicare population, the profit made per prescription is also less, leading to significantly reduced 
margins that are not sustainable in a successful business. The average gross profit on a Medicare prescription at my pharmacy currently is $10. This profit can be 
compared to my overall gross profit per prescription (Medicare and all other third parties) of $14.32 showing that Medicare is already failing to provide adequate 
reimbursement for the services that I provide my Medicare patients. The National Community Pharmacists Association has reported that the current proposed 
rule3 will lead to a reimbursement 36% less than pbannacy acquisition costs. These numbers lead me to one conclusion. If AMP in its current form were to be 
implemented, this pharmacy would be forced to stop accepting Medicare patients prescriptions. In my opinion, this would be the fate of many Medicare 
recipients with regard to accessing their current pharmacist. This huge decrease in pharmacy providers especially in rural areas will be detrimental to public health. 

What can be done to change this detrimental outcome? Do not base Federal Upper Limits (FULs) on AMP because this does not account for the acquisition cost 
of multisource generic medications. Do not use AMP as a basis for reimbursement, for it was never intended to represent the acquisition costs of medications by 
pharmacies. For AMP to be considered an appropriate benchmark, it must be redefined to reflect the actual costs to retail pharmacies. This could be attained by 
excluding all rebates and price concessions made by pharmaceutical manufacturers that are not available to retail pharmacies. You should exclude all mail order 
facility and PBM pricing formats from AMP calculations as mail order and PBM pharmacies receive special pricing from manufacturers and they are not as 
accessible to the public as a pharmacy located in a patient s neighbodmod. Making these special price compensations and rebated programs trampant to the 
public would also bring light to the unlevel playing field in acquisition costs of retail pharmacies and mail order and PBM facilities. It would also be important 
to report AMP at the 1 ldigit NDC level to ensure accuracy. 

Thanks you for your time with regard to this matter. If you have any questions or wish for clarification please do not hesitate to call me 623-221 -6630 or email 
me at thad67@msn.com. This decision effects future access of Medicare patients to their pharmacists. Please do not let them down. 
Thad Schumacher, PharmD 
Cactus & 35th Ave Family Pharmacy 
12450 N 35th Ave #25 
Phoenix, AZ 85029 
602-298-1460 
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Submitter : Dr. Connie Boite Date: 02/20/2007 

Organization : Moore Compounding Pharmacy 

Category : Pharmacint 

Iwue ArudComments 

GENERAL 

GENERAL 
The use of AMP as currently defmed as the basis for the reimbursement of the cost of generic drugs for Medicaid patients will reduce payment for those drugs to a 
level where my phamracy will not be able to provide them to Medicaid patients. The AMP was designed as a way for d i g  manufactunrs to report what they are 
clmr@ng for their product to CMS,and is to their advantage to report the lowest prices they charge(which are NOT available to the retail pharmacy providers), since 
the lower the cost, the lower the rebates they have to pay. To be accurate for the retail pharmacy sector, the prices charged to classes of trade such as the VA, mail 
orda phermacy, and direct to the consumer programs by the drug manufacturers must be excluded from the AMP calculation. The drug manufacturers will not give 
retail pharmacy the same low prices, or the rebates they give to these classes of trade, and any reimbursement from CMSMedicaid that is based on those prices 
will be much lower than the the net cost of gwds available to my retail business. My business has already felt the impact of low dispensing fees and low 
reimbursement from the Medicare D drug plans(our net profit was down $40,000 from 2005, which means NO profit for 2006). and as you are well aware, the SSI 
disability people and senior Medicaid eligiblc people have been moved into the Medicare D plans. To further reduce the reimbursement for the remaining Medicaid 
recipients to a level where as a business I can no longer afford to accept the Medicaid contract will limit the availability of pharmacy services to the patients in my 
area My phamracy is the only specialty pharmacy in a 40 mile radius that offers compounded prescriptions to the Medicaid clients in our area. The health needs of 
those patients will not be served in a timely fashion if their last remaining access to pharmaceutical care is limited by forcing independent(and chain) pharmacies to 
refuse Medicaid contracts, or go out of business if they accept them. Please take into consideration the report of the GAO and the impact AMP will have on 
reimbursement to retail pharmacy, as well as the cost of dispensing survey information that places the national average overhead cost(not including ingrdents) at 
$10.50 per prescription. A fair AMP figure can be amved at, but ALL of the factors effecting retail pharmacy have to be part of the computation to make it 
accurate! 
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Submitter : Mr. Michael J Ruggiero 

Organlutlon : Astellas Pharma US 

Category : Private Industry 

Issue AremdComments 

GENERAL 

GENERAL 
See attachment 
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Ms. Leslie Nonvalk 
Actlng Administrator 
Centers for Medicare & Medica~d Services (CMS) 
Department of Health and Human Scrv~ces 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 21 244-801 5 

VIA ELECTRONIC SUBMISSION AND EXPRESS MAIL 
(http:llwww.cms, htis.govleRulemaking) 

Re: Comments on Proposed Rule related to the hledica~d Rebate Program, CMS-2238-P 

Dear Ms. Norwalk: 

Astellas Pharma US appreciates this opportunity to comment on the proposed rule 
published by the Centers for Medicare and Medicaid Services (CMS) on December 22,2006 
implementing certain provisions of the Deficit Reduction Act of 2005 (DRA) relating to the 
Med~caid program.' Astellas is a global, research-based pharmaceutical company dedicated to 
~rnproving the health of people around the world through the provis~on of innovative and reliable 
pharmaceutical products that treat unmet medical needs. Our North American product lines 
focus on the therapeutic areas of immunology, cardiology, infectlous d~sease, dermatology, and 
urology, 

We appreciate the challenges involved in implementing the DRA, and commend CMS on 
its efforts in this area. We generally agree with the comments being subrtlitted by the 
Pharmaceutical Research and Manufacturers of America, and we urge CMS to give careful 
consideration of the recommendations set forth in those comments, In our comments, we wish 
to focus in particular on the need to ensure adequate access to oral i~nmunosuppressives at the 
pharmacy level for Medicaid transplant patients. 

The DRA changed the federal upper limit (FUL) for multiple source drugs to 250% of the 
average manufacturer price (AMP) for the least costly drug in each multiple-source group.2 
CMS has proposed to use ~ t s  rulemaking authority to establish safeguards to ensure that the 
FUL is set at a price that is "adequate . . . to ensure that a drug is ava~lable for sale nat~onally as 
presently provided in our regulat~ons."~ Specifically, CMS has proposed not to include in a FUL 
calculation: (1 f the AMP of an NDC that has been terminated; or (2j an AMP that is less than 
30 percent of the next highest AMP in the relevant multiple source drug group.4 
-......- ... 

I Medicaid Program; Prescription Drugs, Proposed Rule, 71 Fed. Reg. 771'74 (Dec. 22, 2006). 

' Social Security Act {SSA) 9 1927(e!(5). 

71 Fed. Reg. 771 74, 771 87 (Dec. 22, 2006). . 

Id. at 77188. CMS proposed that the 30% olltller policy not apply when calculating the FUL for a - 
multiple-source group that includes only the innovator and the frrst generic to enter the rrarket 



Ms. Leslie Nowalk 
Page 2 

We support CMS' proposal to establish these safeguards in the FLlL methodology, and 
we believe an add~tional safeguard is warranted to ensure adequate access to anti-rejection 
immunosuppressives for Medicaid beneficiaries who have had organ transplants Transplant 
patients must take immunosuppressives to prevent rejection of the transplanted organ, and 
access to these medications is critical. Missing even a few days of an anti-rejectfon 
immunosuppressive regimen can cause graft fa~lure, resulting in loss of the organ and 
catastroph~c consequences for the patient. 

The special importance of access to immunosuppressives has prompted CMS to use its 
regulatory authority to establish safeguards for these therapies under Part D. CMS did this 
"because it was necessary . . . to mitigate the risks and complications associated with an 
interruption of therapy for these vulnerable popu~ations."~ This rationale applies equally in the 
Medicaid context, particularly in light of a recent report by the Government Accountability Office 
indicating that AMP-based FULs would result in Medicaid payment for many drugs that is 
substantially below pharmacy acquisition costs." 

We therefore urge CMS to establish an additional safeguard in the FUL methodology for 
imrnunosuppressives. Specifically, we propose that CMS base the FUL for immunosuppressive 
multiple-source drug groups on the lowest AMP that is not less than 70% of the next-highest 
AMP in the multiple-source drug group. in addition, we urge CMS to apply this safeguard to all 
anti-rejection immunosuppressive FULs, including FULs for multiple-source drug groups that 
only include the innovator drug and the first generic competitor. 

Astellas appreciates your consideration of these comments, and would be pleased to 
provide any additional information that might be helpful to CMS as it prepares the f~nal rule. 
Please contact me at 847-405-1640. or via email Michael.Ruaaiero@us,astellas.com, if we can 
be of any assistance. 

Sincerely, /'-., 

Michael J. Ruggiero U t' 
Senior Director, Government Policy & External Affairs 

Centers for Medicare & Medicaid Services, Medicare Modernizetion Act 2007 Final Guidelines - 
Formularies, at 7. 

' GAO, Medicaid Outpatient Prescription Drugs: Estimated 2007 Federal Upper Limits for 
Reimbursement Compared With Retail Pharmacy Acquisition Costs (Dec, 22, 2006). 



Ms. Lesl~e Nowalk 
Act~ng Administrator 
Centers for Medicare & Medicaid Services (CMS) 
Department of Health and Human Services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore. MD 21 244-801 5 

VIA ELECTRONIC SUBMISSION AND EXPRESS MAIL 
[http:l/www.cms.htis.govkRuiemaking) 

Re: Comments on Proposed Rule related to the Medicaid Rebate Program, CMS-2238-P 

Dear Ms. Noiwalk: 

Astellas Pharma US appreciates this opportunity to comment on the proposed rule 
published by the Centers for Medicare and Medicaid Services {CMS) on December 22, 2006 
implementing certain provisions of the Deficit Reduction Act of 2005 (DRA) relating to the 
Medicaid program.' Astellas is a global, research-based pharmaceutical company dedicated to 
improving the health of people around the world through the provision of innovative and reliable 
pharmaceutical products that treat unmet medical needs. Our North American product lines 
focus on the therapeutic areas of immunology, cardiology, infectious disease, dermatology, and 
urology. 

We appreciate the challenges involved in implementing the DRA, and commend CMS on 
its efforts in this area. We generally agree with the comments being submitted by the 
Pharmaceutical Research and Manufacturers of America, and we urge CMS to give careful 
consideration of the recommendations set forth in those comments, In our comments, we wish 
to focus in particular on the need to ensure adequate access to oral i~nrnunosuppressives at the 
pharmacy level for Medicaid transplant patients. 

The DRA changed the federal upper limit (FUL) for multiple source drugs to 250% of the 
average manufacturer price (AMP) for the least costly drug in each multiple-source group.2 
CMS has proposed to use its rulemaking authority to establish safeguards to ensure that the 
FUL is set at a price that is "adequate . . . to ensure that a drug is available for sale nationally as 
presently provided in our regu~ations."~ Specifically, CMS has proposed not to include in a FUL 
calculation: (I ) the AMP of an NDC that has been terminated; or (2j an AMP that is less than 
30 percent of the next highest AMP in the relevant multiple source drug group." 

-..- 

' Medicaid Program; Prescription Drugs, Proposed Rule, 71 fed. Reg. 771'74 (Dec. 22,2006). 

"ocial Security Act (SSA) 5 1927(e)(5). 

" 7 "  fed  Reg 771 74 ,771  87 (Dec 22,2006) 

' - Id at 77188. CMS proposed that the 30% outlier policy not apply when calculat~ng the FUL for a 
rnultrple-source group that includes only the iunovator and the f ~ r s t  geuenc to enter t h e  warket 
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We support CMS' proposal to establish these safeguards In the FUL methodology, and 
we believe an additional safeguard is warranted to ensure adequate access to anti-rejection 
immunosuppressives for Medicaid beneficiaries who have had organ transplants. Transplant 
patients must take immunosuppressives to prevent rejection of the transplanted organ, and 
access to these medications is critical Missing even a few days of an anti-rejection 
immunosuppressive regimen can cause graft fa~lure, resulting in loss of the organ and 
catastrophic consequences for the patient. 

The special importance of access to immunosuppressives has prompted CMS to use its 
regulatory authority to establish safeguards for these therapies under Part D. CMS did this 
"because it was necessary . . . to mitigate the risks and complications associated with an 
interruption of therapy for these vulnerable  population^."^ This rationale applies equally in the 
Medicaid context, particularly in light of a recent report by the Government Accountability Office 
indicating that AMP-based FULs would result in Medicaid payment for many drugs that is 
substantially below pharmacy acquisition costs.' 

We therefore urge CMS to establish an additional safeguard in the FUL methodology for 
~mmunosuppressives. Specrfically, we propose that CMS base the FUL for immunosuppressive 
multiple-source drug groups on the lowest AMP that is not less than 70% of the next-highest 
AMP in the multiple-source drug group. In addition, we urge CMS to apply this safeguard to all 
anti-rejection immunosuppressive FULs, induding FULs for multiple-source drug groups that 
only include the innovator drug and the first generrc competitor. 

Astellas appreciates your consideration of these comments, and wouid be pleased to 
provide any additional information that might be helpful to CMS as it prepares the final rule. 
Please contact me at 847-405-1640. or via email Michael.Rug~iero@us.astellas.com. if we can 
be of any assistance. 

Sincerely, 
A 

Michael J. Ruggiero 
Senlor Director. Government Policy & External Affairs 

5 Centers for Med~care & Medicaid Services, Medicare Modernization Act 2007 Final Guidelines - 
Formularies, at 7.  
G GAO, Medicaid Outpatient Prescription Drugs: Estimated 2007 Federal Upper Limits for 
Reimbursement Compared With Retail Pharmacy Acquisition Casts (Dec. 22, 20063. 
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Febnmy 20,2007 

Centers for Medicare and Medicaid Services 
Attention CMS 2238-P Mail Stop C4-2645 
7500 Secwity Blvd 
Baltimore, Maryland 2 1244- 1850 

Subject: Medicaid Program: Prescription Drugs; AMP Regulation 
CMS 2238-P RIN 0938-A020 

I am pleased to submit these comments to the Centers for Medicare and Medicaid Services (CMS) regarding CMS December 20,2006 proposed regulation that 
would provide a regulatory definition of AMP as well as implement the new Medicaid Federal upper limit (FUL) program for generic drugs. I am a pharmacy 
owner located in Henderson and Gaylord, MN. We are a major provider of phannacy services in the community and your consideration of these comments is 
essential. 

1. Remove PBM and Mail Order from Retail Class of Trade 
(i) Creates consistency in the Regulation 
(ii) Conforms definition with market reality 

2. Implement a Trigger Mechanism 
(i) Addresses severe price fluctuations 
(ii) Mitigates Risk of Pricing Lag 

3. Use of I 1 -Digit NDC versus 9-Digit NDC 
(i) Represents the most common package size dispensed by retail pharmacics 

I support the more extensive comments that are being filed by the Minnesota Pharmacists Associationregarding this proposed regulation. I appreciate your 
consideration of these comments and ask that you please contact us with any questions. 

Sincerely, 

Rod Rehhudf Owner 
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Date: 02/20/2007 

Category : Pharmacist 

Issue ArdComments 

GENERAL 

GENERAL 
It eppears that the proposed rule assumes a level playing field both in purchasing and in patient counselling. This is a huge disadvantage to community pharmacies 
who will be expected to compete with PBM owned mail order facilities which are able to conkact for lower manufacturer pricing and bigger rebates. These types of 
rules and decisions continue to increase the required number of prescriptions per pharmacist hour needed to maintain viabililty let alone profitability for 
community pharmacies. As the workload increases it has a direct negative effect on patient safety. The time available to counsel patients has continually eroded 
away as the nquired workload has increased. Mail order facilities continue to dispense prescriptions with "counseling available" allowing them to avoid the costs 
of pharmacies true benefit, educating and protecting the patient. 

Please revisit the differences between mail-order and retail pharmacy, both in the purchasing and the service expectations before passing this rule 
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see attachment 
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Centers for Medicare and Medicaid Services 
Attention CMS 2238-P Mail Stop C4-26-05 
7500 Security Blvd 
Baltimore, Maryland 2 1244-1 850 

Subject: Medicaid Program: Prescription Drugs; AMP Regulation 
CMS 2238-P RIN 0938-A020 

I am pleased to have the opportunity to submit these comments to the Centers for Medicare and Medicaid 
Services (CMS) regarding CMS' December 20,2006, proposed regulation that would provide a regulatory 
definition of AMP as well as implement the new Medicaid Federal Upper Limit (FUL) program for generic drugs. 
I am a pharmacist of Family Prescription Center, a community retail pharmacy located at 129 Main St., Mountain 
City, TN. We are a major provider of pharmacy services in the community, and your consideration of these 
comments is essential. 

1. Definition of "Retail Class of Trade" - Removal of PBMs and Mail Order Pharmacies 

CMS is proposing an overly broad inclusive definition of "retail class of trade" for use in determining the AMP 
used in calculating the FULs. The proposed regulatory definition of AMP would not reflect the prices at which 
retail pharmacies can purchase medications. Only manufacturers' sales'to wholesalers for drugs sold to 
traditional retail pharmacies should be included in the AMP definition. Excluding PBMs and mail order 
pharmacies from the AMP determination recognizes that these are not community pharmacies, where the vast 
majority of Medicaid clients have prescriptions dispensed. Mail order pharmacies do not meet the "open to the 
public" distinction, as they require unique contractual relationships for service to be provided to patients. PBMs 
do not purchase prescription drugs from a manufacturer or wholesaler or dispense drugs to the general public. 
Both these types of organizations do not dispense to the "general public" and, therefore, should be excluded from 
the information used in the calculation of the AMP to be used for determining an FUL. The more extensive 
comments submitted by the Tennessee Pharmacists Association have addressed differentiation, consistency with 
federal policy, and the benefits of excluding these data elements. 

2. Calculation of AMP - Removal of Rebates, Concessions to PBMs and Mail Order Pharmacies 

AMP should reflect prices paid by retail pharmacies. Including the elements defined in the proposed regulations 
is counter to Congressional intent. Rebates and other concessions paid by manufacturers to entities such as mail 
order pharmacies and PBMs are not shared with community retail pharmacies and, thus, do not reduce the prices 
pharmacies pay for drugs and are not available to the "general public." These rebates and concessions must be 
excluded from the calculation of the AMP used to determine the FULs. 

While the AMP data is not currently publicly available, so that retail pharmacies can actually determine what the 
relationship will be between the proposed AMP-based FULs and the prices retail pharmacies pay to acquire the 
drugs, the GAO has conducted an analysis of this relationship. The GAO used the highest expenditure and the 
highest use drugs for Medicaid in the analysis. The GAO reported that retail pharmacies will be reimbursed, on 
average, 36% less than their costs to purchase the drugs included in the analysis. A business can not be sustained 
if it is forced to continuously sell its products below its actual acquisition costs. 



The CMS claims that almost all stores sell goods other than prescription drugs, 
more than twice as much as prescription drug sales. This is not the case in my 
where the majority of our business comes from prescription drugs. What the " 
should not be used in any decision regarding determination of the FULs. FCTL pricing should be based solely on 
the prices retail pharmacies pay for drugs. 

3. Removal of Medicaid Data 

Medicaid pricing is heavily regulated by the state and federal governments. Medicaid should be treated 
consistently with other federal payor programs, and also be excluded from AMP in the proposed regulation. 

4. Manufacturer Data Reporting for Price Determination - Address Market Lag and Potential for 
Manipulation 

The actual implementation of the AMP Regulation could create an avenue for market manipulation. The risk of 
both price fluctuations and market manipulation, due to timing of manufacturer reporting and the extended ability 
to revise reported data, are amplified under the proposed structure. In order to address these concerns, the 
Tennessee Pharmacists Association (TPA) proposes a "trigger mechanism" whereby severe price fluctuations are 
promptly addressed by CMS. Furthermore, the TPA comments on the lack of clarity on "claw back" from 
manufacturer reporting error. 

5. Use of 11-Digit NDC versus PDigit NDC 

We believe that CMS should use the 1 1-digit AMP value for the most commonly-dispensed package size by retail 
pharmacies to calculate the FUL for a particular dosage form and strength of a drug. Some drug products are sold 
in extremely large drums or package sizes (e.g., 5,000, 10,000,25,000 or even 40,000 tablets or capsules) that are 
not practical for a typical retail pharmacy to purchase due to the excess amount of product and carrying cost that 
would result from holding this large quantity in inventory for a much longer than usual time. In some community 
retail pharmacies, the product would go out of date before it could be dispensed. It simply would not be feasible 
or practical to purchase in these quantities. The prices used to set the limits should be based on the most common 
package size dispensed by retail pharmacies. Current regulations specify that the FUL should be set on package 
sizes of 100 tablets or capsules or the package size most commonly dispensed by retail pharmacies. These entities 
can only be captured if the 1 1-digit package size is used. 

In conclusion, I support the more extensive comments that are being filed by the Tennessee Pharmacists 
Association regarding this proposed regulation. I appreciate your consideration of these comments and ask that 
you please contact me with any questions. 

Sincerely, 

cc: Senator Lamar Alexander 
Senator Bob Corker 



Representative David Davis 
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National Association of State Medicaid Directors 

an affitiata of the Amencan Public kman Services Association 

February 20,2007 

Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
200 Independence Avenue, SW 
Washington, DC 2020 1 

Attention: CMS-2238-P 

Re: Proposed Rule: Medicaid Program; Prescription Drugs 

Dear Ms. Norwalk: 

The American Public Human Services Association (APHSA) and its affiliate, the National 
Association of State Medicaid Directors (NASMD), respectfully submits this comment letter on 
the Medicaid prescription drug benefit. APHSA and NASMD are commenting on the proposed 
rule published in the December 22,2006 Federal Register (7 1 FR 771 74) for the Centers for 
Medicare and Medicaid Services (CMS). Please be assured that the state Medicaid agencies are 
fully committed to implementing the prescription drug related provisions of the Deficit Reduction 
Act of 2005 (DRA) and to their respective initiatives that seek to improve the efficiency of the 
Medicaid pharmacy benefit. 

APHSA and NASMD believe that the DRA included important provisions that could facilitate 
increased transparency in prescription drug pricing in the Medicaid program and provide states 
with the tools they need to improve the accuracy of their reimbursement methodologies. States 
also recognize that these are essential steps in providing quality, affordable care to Medicaid 
consumers. 

Medicaid's fundamental federal-state partnership necessarily means that states have a vested 
interest in ensuring the policy on drugs ensures ease of implementation. Further, states have an 
interest in assuring that the Congressional intent with respect to the DRA provisions can be 
implemented. As CMS continues to evaluate the best course of action to achieve these goals, we 
are submitting comments in the following areas: 

Ensuring the accuracy of average manufacture price (AMP) data for use in validating 
states' reimbursement methodologies and establishing AMP-based federal upper limits 
(FULs); 
Providing states with the flexibility to respond to market forces in a timely fashion; and 
Minimizing procedural challenges and recommending steps to improve the efficiency of 
collection of rebates on physician administered drugs. 

National Association of State Medicaid Directors 
An Aflliate of the American Public Human Services Association 

810 First St., NE Suite 500 0 Washington, DC 20002 0 (202)-682-0100 



Leslie V. Norwalk, Esq. 
February 20,2007 
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Definitions - Section 447.502 

Definition of Dispensing Fee 
The proposed dispensing fee definition infers a specific methodology -that is a cost-based 
calculation not reflective of economies and competition in the marketplace. This is inconsistent 
with the intent of Congress and the administration to provide states' with the flexibility to set 
their own dispensing fee levels. In addition, it may result in Medicaid rates that are not 
representative of a marketplace in which other insurers consistently pay lower rates for ingredient 
costs and dispensing fees together than most Medicaid programs. 

States also have noted that the proposed definition allows payment of a dispensing fee each time a 
drug is dispensed, regardless of whether such dispensing is consistent with economical practices. 
States have identified situations where some pharmacies, sometimes colluding with prescribers, 
fraudulently split maintenance drug prescriptions to obtain additional dispensing fee payments. 
States request that CMS clarifL the proposed definition so that it does not preclude states from 
preventing such behaviors. 

Determination of AMP - Section 447.508 

In its proposed rule CMS requested input on its definition of AMP. With regard to mail order 
pharmacies, states note that mail order pharmacies are able to capitalize on their economies of 
scale by purchasing in bulk and dispensing in large quantities. Additionally, mail order and other 
large scale purchasers have access to discounts that are not available to rural or sole 
proprietorship pharmacies. Based on this disparity, CMS should consider excluding mail order 
pharmacies in the AMP calculation. 

CMS also requested comments on the new AMP calculation for setting FCTLs on generic drugs 
and whether there could be possible impacts on utilization and reimbursement for brand name 
drugs under Medicaid. States have conducted initial evaluations of the AMP data and will need 
additional time to conduct more comprehensive assessments and fully evaluate the new AMP- 
based FULs. Further, states believe it may be premature to evaluate the changes and impact of 
AMP pricing in the marketplace that may occur over time. 

At this time, states note that there could be a challenge in achieving the most accurate 
reimbursement while not indirectly creating a disincentive to dispense generic prescription drugs. 
Some states have raised concerns that the proposed AMP-based reimbursement could discourage 
generic dispensing and have the unintended effect of increasing brand utilization and Medicaid 
costs. That is, if the aggregate impact of the AMP-based FULs results in a shift to brand name 
drugs andlor increase in dispensing fees, this could cause inefficiencies in the Medicaid 
prescription drug benefit. In addition, states recognize that provisions of the proposed rule may 
directly or indirectly impact their provider network, particularly in communities with small 
providers andlor those dependent on one provider. 

For these reasons, states urge CMS to examine the range of factors - in addition to the ingredient 
costs - impacting states' reimbursement methodologies and preserve states flexibility to maintain 
a reasonable, market-based threshold for reimbursement. States ask that CMS consider the 
variations in prices and availability across states. We wish to offer for CMS' consideration the 

National Association of State Medicaid Directors 
An Aflliate of the American Public Human Services Association 

810 First St., NE Suite 500 0 Washington, DC 20002 0 (202)-682-0100 
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possibility of creating an appeals process to allow pharmacies, drug wholesalers, and states to 
report situations whereby prescription drugs are not available or not available at the prices listed 
under the AMP-based FUL. For example, rural pharmacies may not have access to the same 
pricing available to larger markets or mail order pharmacies. Confirmed reports could result in 
CMS raising or suspending a FUL. 

States also offer for your consideration that the appropriate definition of fair market value can 
only be truly determined by measuring the prices wholesalers charge all pharmacies in the 
aggregate on a real-time ba,sis. In general, the wholesaler effect needs to be considered an 
essential component of this equation to accurately and equitably determine "fair market value." 

Requirements for Manufacturers - Section 447.510 

States believe that the DRA and this proposed rule begin to elaborate on the important steps that 
will help to increase access to and transparency of AMP data and a more appropriate 
reimbursement system, including by defining AMP in statute and regulation. However, states 
have identified several challenges and concerns with the proposed rule related to AMP. 

AMP Data . 
States strongly encourage CMS to ensure that the AMP data is of a level of quality that will 
permit states to validate their current reimbursement methodology and improve the efficiency of 
the Medicaid pharmacy benefit. At a minimum, standard AMP data should reflect only those 
products currently available and be based on a specified supply time period, specifically: 

1) CMS began providing states with sample or "non-standard" AMP data in July of 2006, and, 
based on this information, most states have conducted preliminary analysis of the AMP 
data. States have reported that there are a significant number of terminated products or 
products that were not available in every state that were included in the manufacturers' 
lists. The result is that states are presented with new challenges and questions as to why 
manufacturers would be reporting such data, even if this were a "sample" AMP file. 

2) Some states have reported that there is significant fluctuation in AMP and that this 
inconsistency could result in inaccurate estimates of the acquisition costs that providers 
pay. This also could result in fluctuating FULs, thereby making it difficult for states to 
make timely and reasonable adjustments to their reimbursement methodologies to reflect 
such fluctuations. At the onset of implementation of the DRA provisions, states believe that 
it would be appropriate to provide additional time to allow states to monitor the fluctuations 
of the complete AMP data before they could make adjustments in reimbursement. 

3) We encourage CMS to provide additional guidance on FUL pricing for prescription drugs 
that is not based on a different supply schedule, that is, by the actual package size of the 
drug. A FUL set on a weighted AMP by package price may not cover the actual acquisition 
costs of pharmacies purchasing smaller package sizes - while other pharmacies purchasing 
larger package sizes would be over paid. 

National Association of State Medicaid Directors 
An Aflliate of the American Public Human Services Association 

810 First St., NE Suite 500 0 Washington, DC 20002 0 (202)-682-0100 
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Accountability for Accurate Data 
We respectfully request that CMS assist in verifLing the accuracy of the data by implementing 
accountability measures for manufacturers. States understand from the CMS call held on January 
4,2007, that the agency believes that the transparency of AMP information should help to reduce 
the erroneous data problem. However, states remain concerned by the lack of controls and 
accountability measures for manufacturers. In addition, the historical experience of states 
indicates that existing CMS processes have been insufficient in monitoring and managing the 
prescription drug files. The lack of updated data can reasonably be expected to result in 
inappropriate FUL calculations and impose an unforeseen burden on states to identi6 and 
subsequently report any inaccuracies to CMS. 

As a result, states urge CMS to implement systems checks and measures to hold manufacturers 
accountable for the quality of data they provide, including reporting or not reporting accurate 
data. States request that in developing this system of checks and accountability measures, CMS 
include representation from state Medicaid agencies in addition to CMS representatives. 

Implementation Timeline 
States are concerned that the final regulation may not be published until July 1,2007 and that 
many questions essential to implementation of the proposed rule will remain unanswered until 
this time. We understand that this is the date specified in the DRA. However, we urge CMS to 
consider and account for the steps states' will need to take in order to operationalize the final rule 
and meet this deadline. 

States are unlikely to have the processes and systems in place for a number of reasons, including: 

1) States must wait for CMS to finalize the provisions of this rule before they can develop the 
systems and processes to implement it, otherwise, states will have to undertake a second 
implementation initiative to reflect the changes and additional information CMS is 
expected to provide in the final rule. 

2) Although states received AMP data in 2006, this was sample data, so they will have had 
insufficient time to evaluate the monthly fluctuations in AMP and any impacts on various 
facets of their Medicaid program. As noted above, the sample data was inaccurate and 
insufficient to make firm policy decisions. Any changes that states will need to make to 
their state Medicaid plan or dispensing fees are likely to require state legislation andlor 
submission of a state plan amendment and this will take considerable time. 

3) The implementation timeframe is short and some states are unlikely to have the staff and 
hnding resources to meet the deadline. 

Transfer of AMP Files 
Finally, with regard to AMP, the proposed rule states that CMS will distribute the monthly AMP 
file to states. States are concerned that the monthly file that CMS intends to send will contain 
only the drug name. In tuin, states will have to translate the drug descriptions in the file that will 
enable them to easily analyze the impacts of the FUL with their processed claims. In addition, 
providing the file to states in such a fashion may lead to misinterpretations and lack of 
identification of applicable products with their National Drug Codes (NDCs) that are necessary to 

National Association of State Medicaid Directors 
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process claims. In essence, this will require many states to invest new resources to manage this 
information. 

States believe CMS can and should assist in making this process more efficient. We believe there 
would be a significant strain on states' resources if they were required to manage all of the new 
AMP data, including pricing updates, manually without some assistance. Therefore states request 
that CMS consider alternative mechanisms to facilitate states' utilization of workable data in a 
timely fashion. Specifically, a mechanism is needed that applies the rate to the new NDC that 
meet those criteria listed in the proposed rule. One possibility is to provide the file on at least a 
monthly basis to the nationally recognized pricing compendia that, in turn, could provide 
descriptive drug information, unique identifiers and pricing data, including updated NDC codes, 
within the file that would be distributed to states. 

New FUL Calculation and Impact on Preferred Drug Lists 
States also urge CMS to consider the adverse impact that the new AMP-based FUL could have on 
state prescription drug lists (PDLs) that have otherwise been effective in helping to appropriately 
contain costs in the Medicaid prescription drug benefit. For example, every month states could be 
required to consider the new AMP-based FUL for their respective PDLs. States have noted that in 
addition to procedural difficulties with this process, there may be challenges and unintended 
consequences on the level of savings expected to accrue from the new FUL if the net cost to the 
federal government and a particular state is less than the costs of generic. Specifically, this could 
compromise supplemental rebate agreements that states have in place, in situations where the 
federal rebate and supplemental rebate together produce greater savings than the new FUL. 

Access to Data for Territories 
APHSA and NASMD also respectfully request that CMS provide the U.S. territories with access 
to the new AMP data so they may leverage the information in their calculations for 
reimbursement on brand-name and generic drugs, as well as on rebates negotiations with the drug 
companies. Access to the proposed new AMP data will provide a benchmark in the rebate 
negotiation process, maximizing the utilization of available Medicaid funds. 

Drugs: Aggregate Upper Limits of Payment - Section 447.512 

The propo'sed rule includes an exception to allow providers to indicate when a specific brand drug 
is medically necessary for a particular recipient. However, CMS has indicated that this exception 
is permitted only in instances when the physician "certifies in his or her own handwriting" that 
the drug is necessary. States request that CMS reconsider this requirement as it is contradictory to 
state and federal efforts to transition to e-prescribing and other health information technology 
innovations. 

Upper Limits for Multiple Source Drugs - Section 447.514 

In the proposed rule, CMS notes that Congress did not intend that AMP should be restructured to 
collect it by 1 I -digit National Drug Codes (NDCs) and that this would create a new burden for 
manufacturers. We respectfully disagree with CMS' decision not to restructure the information 
collection method. Rather, the 1 1-digit NDC methodology will more accurately reflect the prices 

National Association of State Medicaid Directors 
An Aflliate of the American Public Human Services Association 

810 First St., NE Suite 500 0 Washington, DC 20002 0 (202)-682-0100 



Leslie V. Norwalk, Esq. 
February 20,2007 
Page 6 of 9 

paid by the majority of rural and sole proprietorship pharmacies. Specifically, states note that in 
some areas there is a lack of availability of all package sizes. This is particularly the case with 
rural or sole proprietorship pharmacies. Thus, the 9-digit NDC favors large scale purchasers and 
mail order pharmacies who capitalize on economies of scale by purchasing pharmaceuticals in the 
largest package size or those available in bulk where this methodology is not financially feasible 
or available to our rural pharmacies. States also recommend that AMP-based FUL pricing should 
be calculated on standardized package sizes. 

FFP: Conditions Relating to Physician Administered Drugs - Section 447.520 

The DRA called for a number of changes to improve the efficiency of billing methodologies for 
physician administered drugs. States are prepared to work with CMS to develop the appropriate 
measures and guidance that will be needed to ensure these provisions are implemented 
effectively. 

Provider education 
States are concerned that the proposed rule does not take into account the extensive education and 
systems updates that will be required to ensure that providers can comply with the new physician 
administered drug billing methodologies. A "standardized rebatable labeler list" would help to 
avert states having to deny claims several months later. States expect the change in the billing 
system and practices to be an especially acute problem in situations of small provider groups or 
among providers that utilize separate contractors for their billing systems. 

As such, states respectfully request that CMS inform providers of the Healthcare Common 
Procedure Coding System (HCPCS) codes will require a National Dqg Code (NDC) that they 
can bill the state. As stated above, without this information, providers may not know who is and 
is not a rebating labeler. 

In addition, we believe that it would be an onerous requirement to mandate states - without any 
assistance from CMS -to work with providers to ensure that these codes are collected for 
rebatable drugs. States believe that since this is a national issue impacting all states and providers 
in the same way, it is reasonable to request that CMS develop standardized literature to educate 
providers rather than requiring each Medicaid agency to develop its own materials. 

States also believe that CMS has significantly underestimated the burden of this provision on 
states if it is implemented as proposed. At a minimum, CMS should revise its burden estimate to 
account for the extensive education and outreach that states will ultimately be required to 
undertake. 

Aligning Medicare and Medicaid rules 
States also request that CMS provide clarification and guidance on the rule's impact and 
interaction with Medicare. There are a significant number of providers that will be impacted 
because of Medicaid's role in providing coverage for individuals dually eligible for Medicare and 
Medicaid. States are concerned that the proposed rule does not address the impact on Medicare 
carriers and, in turn, this will create obstacles in Medicaid agencies' ability to efficiently comply 
with these provisions. In fact, based on previous experience working with Medicare providers, 
states believe that Medicare carriers are not prepared to provide detailed NDC information that is 
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necessary to ensure that Medicaid can obtain the rebate, when applicable. Without this 
information, there could be a significant number of denied claims that may not be able to be 
resolved. In turn, beneficiaries could receive bills for denied claims or be refused treatment. 

States urge CMS to use its authority to ensure that the Medicare and Medicaid rules align so that 
state Medicaid agencies can comply in a timely, efficient manner. That is, CMS should require 
Medicare to do a "crosswalk" and address Medicare's responsibility in providing rebate 
information for certain prescription drugs provided to a dually eligible beneficiary. 

Impact on DMERC 
Many states currently do not receive an NDC from a DMERC. However, states believe that the 
standardization of physician administered drugs necessarily should impact DMERCs and that 
there may be a multitude of requirements for DMERCs. As such, states also request that CMS 
provide clarification and guidance on the role and responsibilities of DMERCs with regard to the 
provisions of the proposed rule. 

NDC requirement for HCPCS drugs 
In addition, states note that there will be operational challenges associated with the NDC 
requirements for HCPCS prescription drugs. There are two paper forms, the CMS 1500 and the 
UB04 that are in use. The electronic 837 format for both the CMS 1500 and UB04 can 
accommodate the NDC, including the NDC quantity. However, the paper version of the UB04 
does not have a space for this information. CMS has indicated that each state should develop its 
own unique form. 

States urge CMS to reconsider this issue, particularly given the limited timeframe available to 
adopt a new form. Due to the administrative procedures and existing demands on state staff, 
states face great challenges in meeting this requirement. Instead, states respectfully request that 
CMS develop a standard UB04 form that provides for a way to indicate the NDC. This will 
guarantee uniformity across states and ensure that states are not subject to lose any rebates or 
revenues. 

Hardkhip waiver 
CMS in the proposed rule and in its verbal communication with states indicated that the agency 
does not expect that states will need a hardship waiver to meet these requirements. For the 
reasons stated above and other factors impacting state Medicaid programs, such as the concurrent 
implementation of the National Provider Identification number (NPI) and ongoing systems 
upgrades that cannot accommodate the change in the specified timeframe, states respectfully 
request that CMS be amenable to the possibility that a hardship waiver may be needed in some 
states and be prepared with a hardship waiver process. 

Retail Price Survey 

Although this proposed rule does not specifically address Section 6001(e) of the DRA which 
provided for a survey of retail prices and state performance rankings, states wish to offer 
comments that we believe impact this proposed rule and CMS' related work on the retail price 
survey. As it finalizes this process, states request that CMS consider various factors and unique 
state situations that will impact this information. Specifically, pharmacies are required to bill 
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Medicaid their usual and customary price that is supposed to reflect what the pharmacy charges a 
"regular" customer. However, although states are diligent in ensuring that pharmacies are 
compliant with Medicaid policies, due to misunderstandings associated with this requirement, 
there may be some pharmacies that increase the rate they charge to Medicaid programs because 
they do not think they have to charge the same to both types of customers. This could skew the 
data used in the retail price survey. In addition, in the state reimbursement price ranking, the state 
supplemental rebates are excluded in the best price determination. However, for gross payments 
made to pharmacies this does not reflect the true price a state Medicaid agency may be paying. In 
turn this will skew the ranking and could result in over reporting. As such, states strongly 
encourage CMS to make note in its report of these and any other factors that clarify the results. 

Regulatory Impact 

States respectfully request that CMS reconsider or clarify the level of administrative costs 
associated with this regulation. Specifically, CMS should provide estimates of the federal and 
state administrative costs. This estimate should reflect the fact that AMP-based FUL pricing is 
not currently in effect. Although the rule has not yet been finalized, states already have invested 
significant time and resources assessing the impact of AMP and the proposed rule. 

We would be pleased to meet with you at any time or provide any additional information that 
may helpful to you on these matters. Thank you for considering our comments. If you have any 
questions, please do not hesitate to contact me or Martha Roherty at (202) 682-01 00, ext. 299. 

Sincerely, 

Jerry W. Friedman 
Executive Director 

Nancy ~ t k i i s  
Chair, NASMD Executive Committee 

Cc: 
Dennis Smith 
Director 
Center for Medicaid State Operations, CMS 

Matt Salo 
Director of Health Legislation 
National Governors Association 
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Joy Wilson 
Director, Health Policy 
National Conference of State Legislatures 

NASMD Executive Committee 
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Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-2238-P 
P.O. Box 801 5 
Baltimore, MD 2 1 244-80 1 5 

Comments on the Proposed Rule Concerning 
the Medicaid Program: Prescription Drugs 

CMS-2238-P 

Dear Ms. Norwalk: 

Thank you for the opportunity to comment on the proposed rules regarding the Medicaid 
prescription drug program changes outlined in sections 6001 (a)-(dl, 6002, and 6003 of the 
DeficitRhction Act of 2005-(DM). Within.the.Ohio Department of Job and Family Services, 
the Office of Ohio Health Plans administers Ohio Medicaid and the Medicare Premium 
Assistance Program. These programs cover 1.7 million Ohioans each month. 

Preserving access to prescription drugs for Medicaid recipients should be a priority for the 
Centers for Medicare and Medicaid Services (CMS). The Ohio Medicaid program is concerned 
that several provisions contained in the Notice of Proposed Rule Malang (NPRM) in the 
December 22,2006, Federal Register may limit access to prescription drugs, both at the 
pharmacy and in the physician's office. 

Ohio- Medicaid has three main concerns. First and foremost, we are concerned that the 
requirement that physicians bill using National Drug Code (NDC) in addition to Healthcare 
Common Procedure Coding System (HCPCS) code for physician-administered drugs will create 
a new billing procedure that is used only for Medicaid, creating an administrative burden that 
many physicians may not be able to carry. This causes Medicaid patients to be treated 
differently than other patients in the practice, and as a result physicians may choose to not accept 
Medicaid patients. We believe that this will create a barrier to access. 

Second, we are concerned that CMS has indicated that it does not expect any states to submit a 
hardship waiver to accommodate a delay in collecting N.DCs on claims for physician- 
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administered drugs. In addition to the concern that physicians will not be able to accommodate 
this new billing procedure, we will be unable to make system updates in time to meet the January 
1,2008, deadline. 

Third, we are concerned about the variability that will occur in the proposed calculation of 
Average Manufacturer Price (AMP), leading to wide variations in the Federal Upper Limit 
(FUL). These variations will create an unfair burden on pharmacies, as they will not be able to 
predict reimbursement for future months to plan for inventory. This provision will also be 
administratively burdensome for states to implement if the FUL changes on a monthly basis. 

More information about each of these concerns appears below, along with additional comments. 
Please carefully consider these comments as CMS prepares to publish the final rule. 

Section 11: Provisions of the Proposed Regulations 

Basis and Purpose of Subpart I -Section 447.500 

The definition of "dispensing fee" outlined in this section indicates that CMS does not intend to 
mandate a dispensing fee methodology to which states must adhere. Ohio Medicaid agrees with 
this point. However, CMS goes on to indicate that states should evaluate the relationship 
between AMP and pharmacy acquisition cost to determine a dispensing fee that is adequate to 
cover a pharmacy's cost. We are concerned that the AMP changes will result in a FUL that is 
too low for pharmacies to be able to acquire the drugs. In response, many states have already 
increased the dispensing fee, and other states have this under consideration. In fact, cMS staff 
have, encouraged. states to increase. dispensing-hs. We are .concerned. that states' increases in 
dispensing fee will negate any savings fiom changes to the FUL. 

Recommendation: 
* CMS should examine whether increases in dispensing fees will negate any savings 

anticipated fiom the AMP changes proposed in this NPRM. 

Determination of Average Manufacturer Price - Section 447.504 

Ohio Medicaid agrees with the proposed definition of '"tetail pharmacy class of trade" as it 
relates to the calculation of AMP. The exclusion of long-term care (LTC) pharmacies is 
consistent wifh a policy that the retail class of trade exclude special populations. We also agree 
that mail order pharmacies should be included in the retail class of trade due to their availability 
to most consumers. Pharmacy benefit manager (PBM) discounts should also be included in the 
calculation of AMP since most Americans, including dual eligibles enrolled in the Medicare 
prescription drug program, benefit h m  these discounts. 

Recommendations: 
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* CMS should use the definition of "'retail pharmacy class of trade" that is proposed in the 
NPRM. 

* CMS should require manufiscturers to include PBM discounts in the calculation of AMP. 

Requirements for Manufacturers - Section 447.510 

Ohio Medicaid believes that it is imperative that AMP pricing must be fairly stable, due to its use 
in calculating the FUL. If AMP changes substantially h m  one month to the next, the FUL may 
also be changed on a monthly basis. This is an administrative infeasibility for Medicaid 
programs and for pharmacy providers. Pharmacies must be assured that they are able to 
purchase drugs at or below the FUL, and that any stock previously purchased at a higher price 
will not be reimbmed in the next month by the state at a new, unfairly low, FUL. States must 
be assured that the FUL will not change monthly for each drug, due to the administrative time in 
updating pricing each time a new FUL is released. 

Our analysis of the AMP data provided to states by CMS since July 2006 revealed wide 
variations between the lowest AMP for many drug/strength combinations (FUL group). For 
example, one FUL group examined in the months July through November 2006 showed that in 
the fivemonth period, three different manufactuers provided the lowest AMP in at least one 
month. The lowest AMP, and resulting FUL, is shown below, along with the percent change 
&om the previous month: 

The same JWL, p u p  shows one manufacturer's AMP changing from 0.025796 to 0.108960, and 
back down to 0.013098 within the same five-month period. If this amount of volatility is seen in 
a FUL group that has a limited number of generic products available, the FUL could vary wildly. 

The Government Accountability Office (GAO) report presented to Rep. Joe Barton on December 
22,2006 ', confirmed the volatility in AMP. GAO found that the majority of FUL groups had a 
median increase or decrease in AMP of 33 percent from one quarter to the next. While both our 
analysis and GAO's used AMPS r m e d  under previous guidelines, the new calculations 
proposed in this NPRM would not change the variability from month to month. Changes this 
great are unacceptable for pharmacies and state Medicaid programs. 

' GAO-07-239R Medicaid Federal Upper Limits, December 22,2006. 



Ohio Medicaid 
Comments on CMS-2238-P 

Page 4 of 9 

CMS has offered suggestions for reducing the volatility of AMP h m  month to month. One 
suggestion is that manufacturers be allowed to rely on estimates of their quarterly price 
concessions when submitting monthly AMP data. CMS has also requested comments on 
allowing manufacturers to use a twelve-month rolling average estimate of discounts. We believe 
that CMS should mandate, not simply allow, manufacturers to use a twelve-month rolling 
estimate of price discounts in reporting monthly AMP. This will reduce the volatility in the 
EZTL, giving states and pharmacy providers assurance that access will not be denied to Medicaid 
recipients due to pharmacies being unable to purchase drugs within the FUL. This will also 
reduce the administrative burden on states of updating FUL pricing for each drug on a monthly 
basis. 

By mandating manufacturers to use a rolling average of price concessions for AMP cdculations, 
CMS will reduce volatility in FUL. pricing. However, we believe that best price calculations 
should be made using only actual price concessions realized by the manufacturer in the quarter. 
In this way, states will be assured that the rebate per unit amount will be accurate. 

Recommendation: 
* CMS should mandate manufacturers to use a rolling twelve-month estimate of price 

concessions while reporting the monthly AMP, but require actual discouts be used in 
reporting the quarterly best price. 

Upper Limits for Multiple Source Drugs - Section 447.514 

As noted in the previous section, Requirements for Manufacturers, Ohio Medicaid is concerned 
that updating the PWL on a mmthlybasis based on monthly reported Ah4P will result in great 
variation. This situation will cause hardship for both state Medicaid agencies and pharmacies. 
State Medicaid agencies will be required to spend large amounts of administrative time to 
comply with the FUL, and pharmacies will not be able to plan inventory levels if the 
reimbursement can change at any time. Again, Ohio requests that CMS mandate that 
manuFacturers use a rolling twelve-month average discount in reporting AMP. We do agree that 
CMS should not use the new hrmula for calculation of AMP until it is apparent that 
manufacturers are correctly reporting AMP, and that the volatility from month to month has been 
resolved. 

Ohio Medicaid also asks CMS to clarifjl whether states will be responsible for using the AMP 
published on the CMS web si.te to calculate the FUL, or whether CMS will continue to send FUL 
updates as it has done in the past. We request that CMS continue to calculate the FUL and send 
periodic updates to the states. 

We agree with CMS's proposal to set the FUL based on the lowest AMP that is not less than 
thirty percent of the next highest AMP, except in the case of the first generic product available. 
This is a reasonable way to ensure that an outlier is not used' as the basis for the FIJI,, and that 
pharmacies will be able to purchase the product at a price below the FUL. 
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Recommendations: 
* CMS should mandate manufacturers to use a rolling twelve-month estimate of price 

concessions white reporting the monthly AMP. 
* CMS should continue to publish FUL updates. 
* CMS should proceed with its proposal to set the FUL based on the lowest AMP that is not 

less than 30 percent of the next highest AMP. 

FFP: Conditions Relating to Physician-Administered Drugs - Section 447.520 

We are concerned about the requirements for physicians to bill multiple-source drugs using NDC 
in addition to HCPCS code. Ohio Medicaid has five major concerns related to this provision. 

First, the requirement that physicians bill using both HCPCS and NDC creates a billing system 
for Medicaid that is different h m  other payers, including Medicare, which may result in 
physicians choosing not to serve Medicaid patients. For most physician offices, Medicaid clients 
are the exception rather than the rule. We believe that many physicians and other providers 
affeqted by this provision will find that recording the NDC for Medicaid patients is 
administratively burdensome, and not worth the effort. Medicaid reimbursement for many 
physician services is already below cost, and this will add an additional incentive for providers to 
limit or even eliminate Medicaid patients from their practice. This will result in reduction in 
access to care for our recipients. 

It is important to note that the clinical professionals who administer care do not generally look at 
a patient's insurance plan when treating the patient. Clinicians are more concerned with care 
than with payment, and let their billing staffworry a W  reimbursement. However, it wili be the 
clinicians that incur the burden of recording NDCs when drugs are administered in the office. 
This may result in Medicaid patients being treated differently than privately-insured patients or 
those covered by Medieare. In addition, Medicaid is a secondary insurance for many patients. 
As noted in the Regulatory Impact Analysis of this NPRM, CMS believes "most of the Medicaid 
beneficiaries who receive physician-administered drugs are also in Medicare." While Ohio 
Medicaid does not agree with this statement about the scope of physician-administered drugs, it 
illustrates that even if clinicians were to look at the patient's insurer when administering a drug 
during an office visit, it is Medicare rather than Medicaid that would be noted. Medicare does 
not require reporting of NDC on claims, so this obligation would be overlooked. 

Ohio Medicaid is also concerned that clinicians may not know where to obtain the NM3 h m  a 
package label, and how to correctly record an eleven-digit code. For billing purposes, an eleven- 
digit code is required. Many drug packages list a ten-digit NDC, and there are conventions to 
determine where a zero must be added It is unlikely that the administering clinician wiIl know 
how to turn the ten-digit number into an eleven-digit NDC. 

Second, we are concerned that the requirement for an NDC to be included on a claim will apply 
to Medicare Part B crossover cIaims, and that at this time Medicare does not require NDC to be 
included on claims for a non-miscellaneous HCPCS code. Without this information, states will 
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be forced to deny claims that Medicare has already paid. We have communicated with the 
Medicare Part B curier that serves our region, and they have indicated that NDC numbers may 
be included in the electronic documentation record, which is the 2400-NTE, 02 field of the 
electronic claim. This is a notes field that is dimcult to use for claims adjudication because it is 
a text field that may be used for many purposes. The presence of an eleven-digit number in this 
field may or may not signify an NDC. Unless and until Medicare requires NDC numbers to be 
reported in an easily identifiable field on the claim, Medicaid programs will be unable to use an 
NDC reported on the claim. 

A third concern is that CMS staff have indicated that physicians will need to bill for products 
that are included in the rebate program, or the state will be required to deny the claim. While 
pharmacy claims are generally billed through a point-of-sale system in real time, physicians 
often do not bill until several weeks after the service was rendered. Physicians wouldnot know 
ahead of time which products are part of the rebate program, and which are not. This creates a 
potential for medically appropriate claims to be denied. 

Fourth, HCPCS codes are billed by units that may be different ftom the unit identified by the 
rebate program for a particular NDC. CMS has provided a list of the twenty most frequently- 
billed multiple source drugs2. Of the drugs included on this list, the difference between billing 
and rebate units is an issue for at least two drugs. First is HCPCS 52550, promethazine 
hydrochloride injection The billable unit for this HCPCS code is each 50 milligrams. The 
rebate unit for the NDC is per milliliter, with t l y  product packaged 25 mglml. A second 
example from this list is 57644, ipratropium bromide inhalation solution, unit dose. The billable 
unit for this HCPCS code is each one milligram. The rebate unit for corresponding NDCs is per 
milliliter, with the product packaged 0.2mg/ml in 2.5d units (0.5mg per dose). Unless these 
drugs are alwap bilted in the comect multiples of units, an unlikely scenario from a clinical 
standpoint, states will have to bill manufacturers for partial units, and manufacturers will have to 
respond. These are just two examples h m  the "top 20" list that has been published by CMS. 
Another example is 51815, insulin, per 5 units. The rebate unit for insulin under most NDC 
numbers would be each milliliter. There are 100 units per milliliter of insulin. 

Fifth, Ohio's Medicaid Management Information. System (MMIS) is outdated, having become 
operational in 1986, and it will be virtually impossible to implement the inclusion of the NDC in 
the current claims payment system. We are in process of contracting for a new Medicaid 
Information Technology System (MITS) and plan to include this functionaIity in the new system. 
However, this system will not be operational until at least 2009. We therefore request that CMS 
reconsider its position that it will not accept hardship waiver requests from any state. Ohio plans 
to submit a hardship waiver request. 

Recommendations: 
* CMS should examine whether this requirement will result in reduced access to care for 

Medicaid recipients due to a non-standard: billing procedure for these patients versus patients 
insured under other programs, including Medicare. 

Posted at http:llwww.cms.hhs.gov/Deficit~tianA~tlDownl~ds/Top2OPhyskianA~tered.~ 
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* CMS should mandate that Medicare Part B carriers require NDCs on claims that will be 
crossed to Medicaid, and that the. NDC must be included on the crossover claim from the 
canier. The NDC must be in an easily identifiable field, not in a ''notes'' field that may also 
be used for other purposes. 

* CMS should reconsider the iinplementation of the provision that states require M)C in 
addition to HCPCS on provider-administered claims, and that states deny claims for NDCs of 
products not included in the rebate program. 

* CMS should reconsider its position that all drugs billed by HCPCS codes must be a product 
from a manufacturer participating in the rebate program. 
CMS should resolve discrepancies between rebate units and HCPCS billing units befire 
implementing this pnwision. 

* CMS should accept and approve hardship waiver requests fkom. those states that will be 
unable to implement the procedure due to technology limitations or provider resistance to the 
change. 

Section IIl: Collection of Information Reautrements Note: the comments in this section 
Rave also been submitred to the O#ce ofstrategic Operations and Regulatory Aflairs. 

FFP: Conditions Relating to Physician-Administered Drugs. (447.520) 

Ohio Medicaid disagrees with the' estimates that CMS has proposed for the time for physician 
oflie staff, hospital outpatient departments, and other entities to bill using both NDC and 
HCPCS. The estimate of 15 seconds, or nine cents per claim, significantly understates the time 
and fun& that will be required for these pmviders to learn the requirements, train staff, and 
imptemeiit'the'fdb.res. In addition to the indivi-dual administering the drug, the entire billing 
staff will need to be trained to include NDC on the claim. While the ongoing effort may be 
small, the initial: mining will be intensive for both pmviders and for Medicaid programs. 

We are also concerned with CMS's position that no state will need to apply for a hardship waiver 
for this provision. As previously stat. Ohio's Medicaid Management Information System 
(MMIS) kame operational in 1986, and it wiH be virtually impossible to implement the 
inclusion of the NDC in the existing claims payment system. We are in process of contracting 
for a new Medicaid Information Technology System (MITS) and plan to include this 
fbnctionality in thenew system. However, this system will not be operational until at least 2009. 
Ohio Medicaid asks that CMS reconsider its position that it will not accept hardship waiver 
requests fkom my state. We also believe that the estimate for the time that it would take a state 
agemy to apply for a hardship waiver is not accurate. Five hours is not enough time for a state 
to gather the i n f o ~ o n ,  synthesize it into the format required by CMS, and gain approval of 
the request from all stakeholders that would need to be involved. 

Recommendations: 
* CMS should reconsider the financial impact on providers that bill for drugs administered in 

the provider setting. 
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* CMS should accept and approve hardship waiver requests fiom those states that will be 
unable to implement the procedure due to technology limitations or provider resistance to the 
change. 

Section V: Rwulatorv Impact Analvsls 

A. Overall Empact 

The impact statement indicates that the savings estimates do not include federal or state 
administrative costs, because CMS believes that the costs would be small. Ohio Medicaid 
strongly disagrees with this statement. Administrative costs include state staff training for new 
processes, state staff time to perform new tasks, the time and resources needed for training 
stakeholders, and siguificant technology updates. Administrative costs related to implementing 
the FUL changes include planning staff time to analyze and implement the RIL for a much 
larger number of drugs than have been included in the past, as well as the anticipated increased 
fkquency of FUL updates. Administrative costs related to requiring NDCs on claims for 
physician-administered drugs will likely outweigh the increased revenue from rebates related to 
these claims. As previously mentioned, Ohio's MMIS is twenty years old, and in the process of 
being replaced. Enhancing the system to accept NDCs on claims for physicim-administered 
drugs will be a huge undertaking that will be obsolete in only two years when the new MITS 
application is installed. In addition to the technology updates, state staff, providers, and billing 
entities will need to be trained on the new procedures. Due to the high cost of implementing 
these provisions, CMS should accept and approve hardship waiver requests fiom states. 

Ohio .Medicaid also .disagrees with .CW.s estimate of the impact of compliance .on.physician 
practices, hospitals, and non-profit providers. As previously mentioned, each employee in these 
settings will need to be trained on new billing procedures for physician-administered drugs, and 
will need to adjust their adrnhistrative processes accordingly. While an estimate of less than 
nine cents per claim may be accurate at some time in the future, the iqitial costs of implementing 
this pmvision will be significantiy higher and. should be included in the total impact on billing 
providers. 

Recommendations: 
* CMS should include state and federal administrative costs in the impact analysis. 
* CMS should accept and approve. hardship waiver requests from those states that will be 

unable to implement the procedure due to technology limitations or provider mistance. 
* CMS should include the wst of implementing NM: billing on providers that bill for drugs 

administered in the provider setting. 

B. Anticipated Effects 

2. Efleca on State Medicaid Programs 
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CMS has underestimated the costs related to imptementing the provisions inchded in this 
NPRM. As previously noted, states will need to allocate resources to implement pricing for 
a much larger number of drugs, and likely at more frequent intervals. States will also need to 
allocate resources to train state staff and providers about the requirement for NDCs to be 
included on claims for physician-administered drugs. Finally, states will be required to expend 
resowes to update the technology required to process claims that include NDCs. Ohio 
Medicaid believes that these costs will far outweigh any savings due to increased rebate revenue 
or decreased reimbursement to pharmacies for FUL drugs. In addition, many states have 
indicated, and CMS has encouraged, a need to increase dispensing fees for pharmacies. These 
costs may also negate any proposed savings due to decreased reimbursement. 

Recommendation: 
* CMS'should reduce savings estimates to account for increased administrative burden on state 

Medicaid. agencies. 

Ohio Medicaid looks forward to working with CMS on the imp1,ementation of the Deficit 
Reduction Act changes to the Medicaid pharmacy pmgram. Preserving access to prescription 
drugs for Medicaid consumers is a priority. Please consider these recommendations before 
issuing final regulations. If you have any questions, please do not hesitate to contact me at (614) 
466-4443. 

Respectfully .Submitted, 1 

Cristal A. Thomas 
State Medicaid Director 
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Office of Strategic Operations and 
Regulatory Affairs 

Division of Regulations Development 
ATTN: Melissa Musotto [CMS-2238-P] 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Room C4-26-05 
7500 Security Boulevard 
Baltimore MD 2 1244- 1850 

Office of Information and Regulatory 
Affairs 

Office of Management and Budget 
Room 10235 
New Executive Office Building 
Washington, DC 20503 
ATTN: Katherine Astrich 
CMS Desk Oflicer, CMS-2238-P 
Katherine-&trich@omb.eop.gov 
FAX: (202) 395-6974 

Comments on the Collection of Information Requirements 
For the Proposed Rule Concerning the Medicaid Program: Prescription Drugs 

CMS-2238-P 

Dear Ms. Musotto and Ms. Astrich: 

Thank you for the opportunity to comment on collection of information requirements reported in 
the proposed rules regarding the Medicaid prescription drug program changes outlined in 
sections 6001 (a)-(d), 6002, and 6003 of the Deficit Reduction Act of 2005 @RA). Within the 
Ohio Department of Job and. Family Services, the Office of Ohio Health Plans administers Ohio 
Medicaid and the Medicare Premium Assistance Program. These pmgrams cover 1.7 million 
Ohioans each month. 

Preserving access to prescription drugs for Medicaid recipients should be a priority for the 
Centers for Medicare and Medicaid Services (CMS). The Ohio Medicaid program is concerned 
that the infomation collection requirements outlined in this Notice of Proposed Rulemaking 
(NPRM) are understated. 

Ohio Medicaid is pdcuIarly concerned that the requirement that physicians bill using National 
Drug Code (NDC) in addition to Healthcare Common Procedure Coding System (HCPCS) code 
for physician-administered drugs will create a new billing procedure that is used only for 
Medicaid, creating an administrative burden that many physicians may not be able to carry. This 
causes Medicaid patients to be treated differently than other patients in the practice, and 
physicians may choose to not accept Medicaid patients. We believe that this will create a barrier 
to access. 

An Equal Opportunity Employer 



Ohio Medicaid 
CMS-2238-P 

Page 2 of 2 

FFP: Conditions Relating to Physician-Administered Drugs. (447.520) 

Ohio Medicaid disagrees with the estimates that CMS has proposed for the time for physician 
office staff, hospital outpatient departments, and other entities to bill using both NDC and 
HCPCS. The estimate of 15 seconds, or nine cents per claim, significantly discounts the time 
and fimds that will be required for these providers to learn the requirements, train stafT, and 
implement the procedures. In addition to the individual administering the drug, the entire billing 
staff will need to be trained to include NDC on the claim. While the ongoing effort may be 
small, the initial training will be intensive for both providers and for Medicaid programs. 

We are also concerned with CMS's position that no state will need to apply for a hardship waiver 
for this provision. Ohio's Medicaid Management Information System (MMIS) became 
operational in 1986, and it will be virtually impossible to implement the inclusion of the NDC in 
the existing c h s  payment system. We are in process of contracting for a new Medicaid 
Information Technology System (MITS) and plan to include this firnctionality in the new system. 
However, this system will not be operational until at least 2009. Ohio Medicaid asks that CMS 
reconsider its position that it will not accept hardship waiver requests f m  any state. We also 
believe that. the estimate for the time that it would take a state agency to apply for a hardship 
waiver is not accurate. Five hours is not enough time for a state to gather the information, 
synthesize it into the format required by CMS, and gain approval of the request from all 
stakeholders that would need to be involved. 

Recommendations: 
CMS should reconsider the financial impact on providers that bill for drugs administered in 
the provider setting. 

* CMS should accept and approve hardship waiver requests from those states that will be 
unable to implement the procedure due to technology limitations or provider resistance to the 
change. 

Ohio Medicaid looks forward to working with CMS on the implementation of the Deficit 
Reduction Act changes to the Medicaid pharmacy program. Preserving access to prescription 
drugs for Medicaid consumen is a priority. Please consider these recommendations before 
issuing final regulations. If you have any questions, please do not hesitate to contact me at (614) 
466-4443. 

Respecthlly Submitted, 

Cristal A. Thomas 
State Medicaid Director 
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Merck & Co., Inc. 
U.S. Human Heaith 
PO. Box 4 
West Point. PA 194864004 

February 20,2007 

VLA EXPRESS MAIL AND ELECTRONIC SUBMISSION 
(http://www.cms. hhs.gov/eRulemaking) 

Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare & Medicaid Services (CMS) 
Department of Health and Human services 
Attention: CMS-2238-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244-80 1 5. 

Re: Comments on Proposed Rule Related to the Deficit Reduction Act and 
the Medicaid Drug Rebate Program, MS-2238-P 

Dear Acting Administrator Norwalk: 

Merck & Co, Inc. (Merck) is pleased to submit the following comments regarding 
the Proposed Rule to implement provisions of the Deficit Reduction Act of 2005 @RA) 
that was published by the Centers for Medicare and Medicaid Services (CMS) in the 
Federal Register on December 22,2006 (Proposed ~ule) . '  

Merck has long been involved in the Medicaid rebate program, not only through 
its participation, but also by its recommendation of policies to fkrther the successful 
implementation of the program. Prior to the enactment of the rebate program, Merck had 
implemented its own voluntary "Equal Access to Medicines Program," which represented 
the first initiative by a major pharmaceutical manufacturer to provide voluntary rebates to 
state Medicaid programs. Subsequently, Merck played a constructive role in both 
providing technical comments on the statutory language adopted in the Omnibus Budget 
Reconciliation Act of 1990 that established the Medicaid rebate program and on 
regulatory guidance adopted by the then-Health Care Financing Administration. More 
recently, in April and August 2006 respectively, Merck provided input to both the United 
States Department of Health and Human Services Office of Inspector General (OIG) and 

1 Medicaid Program; Prescription Drugs, Proposed Rule, 71 Fed. Reg. 77174 (Dec. 
22,2006). 
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to CMS concerning implementation of the DRA. In September 2006, Merck provided 
data in response to CMSYs request for "Sample AMP" calculations. 

Merck appreciates the opportunity to submit the following comments on the 
Proposed Rule regarding the calculation and reporting of Average Manufacturer Price 
(AMP) and Best Price. Merck joins in the comments submitted today by the 
Pharmaceutical Research and Manufacturers of America (F'hRMA) and the 
Biotechnology Industry Organization (BIO). Merck submits these comments to 
supplement the PhRMA and BIO comment letters on matters that Merck believes are of 
particular importance and on which Merck believes modifications i?om the Proposed 
Rule are required to achieve greater efficiency, to increase the likelihood of consistency 
in price reporting, and to reduce the complexity of price calculations. Merck hopes that 
these comments are helpful to CMS as it formulates its Final Rule and remains willing to 
assist CMS in any manner that CMS believes would be beneficial to this process. 

A. Definitions Section (447.502) 

1. Bona Fide Service Fees 

The Proposed Rule would exclude "bona fide service fees" from AMP and Best 
Price, and would define a bona fide service fee as: "a fee paid by a manufacturer to an 
entity, that represents fair market value for a bona fide, itemized service actually 
performed on behalf of the manufacturer that a manufacturer would otherwise perform 
(or contract for) in the absence of the service arrangement, and that is not passed on in 
whole or in part to a client or customer of an entity, whether or not an entity takes title to 
the drug."2 As the Proposed Rule notes, this is the same definition of born fide service 
fee that CMS recently adopted in the context of Average Sales Price (ASP) calculations. 

In the ASP context, CMS has announced several important principles relating to 
the fair market value component of the bona fide service fee definition that Merck 
believes should apply to AMP and Best Price calculations as well.' To address concerns 
expressed by cornmenters in the ASP context that the fair market value criterion might 

71 Fed. Reg. 77174 at 77176,771 80. 
3 These interpretations were announced in the Medicare final physician fee schedule 
rule for 2007, published in the Federal Register on December 1,2006. 
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not encompass fees for services "that can only be performed by the entity to which the 
fee is paid," CMS clarified that bona fide service fees mean expenses that a manufacturer 
"generally would have . . . paid for . . . at the same rate had these services been performed 
by other or similarly situated entitiesSw4 CMS Wher clarified that it was not necessary 
for manufacturers to calculate a fair market value for each individual service purchased 
fiom an entity; instead, "it may be appropriate to calculate fair market value for a set of 
itemized services, rather than fair market value for each individual itemized service, 
when the nature of the itemized services warrants such treatment."' In addition, CMS 
made clear that the appropriate methods for determining whether a fee represents fair 
market value "may depend on the specifics of the contracting terms, such as the agreed- 
upon mechanism for establishing the payment (for example, percentage of goods 
purchased)." CMS also emphasized that, because "manufacturers are well-equipped to 
determine the most appropriate, industry-accepted method for determining fair market 
value," CMS was "not mandating the specific method manufacturers must use to 
determine whether a fee represents fair market va1ue.0~ Because a standard methodology 
for determining fair market value will simplify price reporting calculations, Merck 
believes that CMS should explicitly codinn that these particular principles also apply to 
determining whether a fee constitutes fair market value in the Medicaid context. 

In addition to the fair market value component, the bona fide service fee 
definition as proposed also requires that such fees must not be "passed in whole or in part 
to a client or customer of an entity [that receives the fee]." As CMS is aware, 
manufacturers such as Merck generally do not know whether certain of their customers, 
such as PBMs, pass through or retain fees that are paid to them. Accordingly, to address 
this uncertainty, Merck believes that CMS should establish in the Final Rule that, unless a 
manufacturer and its customer agree by contract that part or all of a particular fee that 
would otherwise qualify as a bona fide service fee should be passed on to another party, 
the manufacturer may presume that the fee is not passed through to a third party and 
therefore can treat the fee as a bona fide service fee. This approach would be easy to 
apply and would offer certainty to manufacturers, thus increasing the likelihood of 
accurate and consistent AMP calculations and Best Price determinations. 

Id. - 
Id. - 
Id. 
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The rule that we have proposed for addressing this issue also would be consistent 
with the suggestion previously made by the Health Industry Group Purchasing 
Association (the trade association for GPOs) concerning GPO fees, for which, as with 
fees to PBMs, the ultimate recipient is unknown to the manufacturer. In its letter to 
CMS, HIGPA recommended that fees to GPOs should not be treated as price concessions 
"unless the fees (or any portion thereof) are passed on to the group purchasing 
organization's members or customers as art of an agreement between the manufacturer 
and the group purchasing organization.'In our view, this would be a sensible, easily- 
applied standard for distinguishing fees, both to GPOs and to other customers, that are 
intended as price concessions on the manufacturer's products from those that are not. 

With respect to GPO fees in particular, CMS may also want to clarify that such 
fees do not affect AMP calculations when the GPO negotiates purchase prices for 
member hospitals for drugs used in the inpatient setting, since the underlying sales to 
hospitals would be excluded from AMP in this circumstance. 

2. Bundled Sales 

CMS proposes the following new definition of "bundled sale": 

Bundled sale means an arrangement regardless of physical 
packaging under which the rebate, discount, or other price 
concession is conditioned upon the purchase of the same drug8 or 
drugs of different types (that is, at the nine-digit National Drug 
Code (NDC) level) or some other performance requirement (for 
example, the achievement of market share, inclusion or tier 
placement on a formulary), or, where the resulting discounts or 
other price concessions are greater than those which would have 

January 2,2007 Health Industry Group Purchasing Association letter to CMS, at 2. 
* ~ e r c k ' s  understanding is that the use of the term "drug" in the Proposed Rule refers 
to the term "covered outpatient drug" as defined in the Medicaid Rebate Act. As noted 
below, M m k  believes that this point should be clarified in the Final Rule. 
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been available had the bundled drugs been purchased separately or 
outside the bundled arrat~~ernent.~ 

The new defbition would replace and expand the definition in the existing 
Medicaid Rebate Agreement, which provides: 

Bundled Sale refers to the packaging of drugs of different 
types where the condition of rebate or discount is that more 
than one drug type is purchased, or where the resulting 
discount or rebate is greater than that which would have 
been received had the drug products been purchased 
separately. 

The new definition that CMS has proposed significantly changes and expands the 
existing definition, for example: 

> Under the proposed definition, contracts involving the "purchase of the 
same drug" apparently can result in a "bundled sale," whereas under the 
current contractual definition a ?bundled saleyy requires "the packaging of 
drugs of different types." 

> Under the proposed definition, "drugs of different types" refers to drugs 
that have different nine-digit National Drug Codes (NDC-9), whereas 
previously the defmition of "undled saley' did not refer to "drugs of 
different types" at the NDC-9 level. 

> The proposed definition expands the scope of "bundled sales" to include 
contracts under which the only condition for a discount or other price 
concession on a drug is the inclusion of the drug on a formulary, the 
achievement of market share, or some other unspecified ''performance 
requirement." Under the current definition, a bundled sale exists only if a 
price concession on a drug is contingent on a 'vurchase requirement" for 
a drug of a different type. The proposed rule's apparent focus on 
"performance requirements," as opposed to "purchase requirements," 

9 CMS, "Medicaid Program; Prescription Drugs; Proposed Rule," 7 1 Fed. Reg. 77174, 
77195 (Dec. 22,2006) (to be codified at 42 C.F.R. 5 447.502); see also id. at 77176. 



Leslie V. Norwalk, Esq. 
February 20,2007 
Page 6 

could mean that a bundled sale would exist even if a particular 
arrangement does not require a customer to purchase any drugs, much 
less more than one drug type. 

P The phrase "some other performance requirement" as used in the 
proposed definition is undefined and open-ended, and could raise 
questions about whether virtually any contract should be treated as a 
'%bundled sale." 

The proposed definition of "bundled sale" is overbroad, and the method by which 
discounts would be allocated appropriately among drugs within the new definition is 
unclear. The broad scope of the new proposed definition. could create both unnecessary 
disruption to the marketplace and confusion and complexity from a price reporting 
perspective. The purpose of requiring manufacturers to reallocate discounts among drugs 
constituting a "bundled sale" is to ensure that the AMP and Best Price reported for each 
drug within the bundle accurately reflects the value of the discounts offered on each 
product. The Proposed Rule never explains how (or if) its proposed changes would 
improve the accuracy of AMP or Best Price calculations in any respect. We are not 
aware of any improvement in accuracy of either AMP or Best Price calculations that 
would result from the proposed expansion of the definition of "bundled sale" in the 
Proposed Rule. CMS should not require manufacturers to reallocate the discounts that 
customers actually paid unless there is a compelling reason why the reallocation would 
improve the accuracy of AMP and Best Price. 

The consequence of CMS's proposed expansion of the definition of '%bundled 
sale" is that manufacturers would be required to reallocate discounts across products (or 
even across different dosage forms or strengths of a drug or across sales of the same drug 
during different months or quarters), for a wider variety of arrangements. Thus, AMP 
and Best Price calculations would become even more complex, and the risk of error and 
the burdens irnposed on manufacturers would substantially increase. In turn, this 
complexity could result in inconsistencies among the methodologies that manufacturers 
use to apportion bundled discounts in their AMP and Best h ice  calculations. 

Now that AMP is potentially a reimbursement metric that will be calculated and 
reported on a monthly basis (and will have to be certified as accurate), the heightened 
risks of error and inconsistency among manufacturers are of even greater concern. CMS 
recognized these risks when addressing "bundled sales" in the context of ASP 
calculations -- which, unlike AMP, is reported quarterly. There, CMS concluded that: (a) 
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it did not have suilicient information concerning the types of arrangements that 
manufacturers had with various customers and could not predict how those arrangements 
might evolve over time; (b) it was premature to issue specific guidance on bundled sales; 
and (c) in the absence of specific guidance, manufacturers could make reasonable 
assumptions regarding how discounts under bundled sales are allocated, so long as the 
methodology chosen resulted in an accurate ASP calculation and did not create 
inappropriate financial incentives.'' 

Merck believes that CMS should take a similar approach to bundled sales in the 
Medicaid program. With AMP as a reimbursement metric, the objective in the Medicaid 
program should be the same as the objective in the Medicare Part B program -- to ensure 
accurate calculations and not to create inappropriate financial incentives. Merck does not 
believe that any facts have changed since the promulgation of the Physician Fee Schedule 
Rule that warrant a different treatment of bundled sales for AMP and Best Price purposes 
than for ASP purposes. Indeed, the fact that AMP will be reported monthly and certified 
by manufacturers amplify the need for simplicity in the calculation process. Moreover, 
Merck believes that CMS should continue to take caution to avoid changes in a 
manufacturer's price calculations that increase their complexity and that are not required 

lo Specifically, CMS noted as follows: "Since we do not yet fully understand the 
variety of bundling arrangements that exist in the marketplace and how they are likely to 
evolve over time, we believe it is important to be cautious in establishing a specific 
methodology that all manufacturers must follow for ASP purposes. Consequently, we are 
not establishing a specific methodology that manufacturers must use for the treatment of 
bundled price concessions for the purposes of the ASP calculation at this time. In the 
absence of specific guidance, the manufacturer may make reasonable assumptions in its 
calculations of ASP, consistent with the general requirements and the intent of the Act, 
federal regulations, and its customary business practices. Our intent in not being 
prescriptive in this area at this time is to allow manufacturers the flexibilitv to a d o ~ t  a 
methodolorn with regard to the treatment of bundled price concessions in the ASP 
calculations that, based on their particular circumstances, will best ensure the accuracv of 
the ASP calculation and not create inavvrovriate financial incentives." 

See CMS, "Medicare Program; Revisions to Payment Policies, Five-Year Review of - 
Work Relative Value Units, Changes to the Practice Expense Methodology Under the 
Physician Fee Schedule, and Other Changesm Payment Under Part B; Revisions to the 
Payment Policies of Ambulance Services Under the Fee Schedule for Ambulance 
Services; and Ambulance Inflation Factor Update for CY 2007; Final Rule," 71 Fed. Reg. 
69624,69675 (Dec. 1,2006) (emphasis added). 
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by statute, unless such changes are necessary to improve the accuracy and consistency of 
AMP and/or Best Price calculations. In this regard, we note that neither the Medicaid 
Rebate Act nor the DRA directs CMS to make changes via rulemaking to the contractual 
definition of "bundled sales." 

Merck's Recommendations Concerninp "Bundled Sale" Arrangements 

Based on the foregoing, Merck respecthlly requests that CMS take the following 
actions in the Final Rule: 

P CMS should retain the definition of '%bundled sale" that is set forth in the 
Medicaid Rebate Agreement. 

> In the alternative, if CMS decides that a definition of '%bundled sale" that goes 
beyond the Medicaid Rebate Agreement's current definition of a '%bundled 
saleyy is necessary, CMS should: (1) explain specifically why the expansions in 
the definition of a '%bundled sale" are needed to improve the accuracy and 
consistency of AMP and/or Best Price calculations, and exactly how the new, 
broader definition would produce more accurate figures and would warrant 
the additional burdens imposed on manufacturers; (2) delete the phrase "other 
performance requirements" from the proposed definition, or provide 
additional specificity regarding the meaning of that phrase; (3) provide 
specific examples of each type of arrangement that would be encon~passed by 
the new "bundled sale" definition; and (4) avoid unnecessary marketplace 
disruption by allowing manufacturers to apply the new definition of '%bundled 
sale" only to agreements entered into subsequent to the effective date of the 
Final RuIe. 

> CMS should also confirm that '%bundled sale" arrangements are limited to 
arrangements that involve covered outpatient drugs. That is, the Final Rule 
should reiterate the guidance now contained in the Medicaid Drug Rebate 
Operational Training Guide (p. Fl ld) on arrangements that include products 
other than covered outpatient drugs: "Valid bundled sales only include drug 
products that meet the definition of a covered outpatient drug as defined in the 
drug rebate agreement and statute. If a non-drug product . . . is included in the 
bundled sale, it is not eligible for inclusion in the Medicaid Drug Rebate 
Program." 



Leslie V. Norwalk, Esq. 
February 20,2007 
Page 9 

9 With respect to the allocation methodology, CMS should adopt the same 
approach that it took in the ASP context, where CMS decided that it was 
premature to establish a specific allocation methodology. Instead, CMS 
concluded that manufacturers "may make reasonable assumptions" in their 
ASP calculations, "consistent with the general requirements and the intent of 
the Act, federal regulations, and its customary business practices." Merck 
believes that CMS should adopt a similar approach with respect to AMP and 
Best Price. In the alternative, if CMS does propose an allocation 
methodology, Merck requests that CMS develop methodologies specific to 
each type of transaction that CMS identifies as a "bundled sale" and that CMS 
give manufacturers and other interested parties an opportunity to comment on 
those methodologies. 

B. Retail Pharmacy Class of Trade (447.504) 

1. Closed Mail Order Pharmacies 

AMP is defined by statute as "the average price paid to the manufacturer for the 
drug in the United States by wholesalers for drugs distributed to the retail pharmacy class 
of trade" (excluding prompt pay discounts starting in 2007)." The Proposed Rule would 
define the "retail pharmacy class of trade" as "any independent pharmacy, chain 
pharmacy, mail order pharmacy, [PBM], or other outlet that purchases, or arranges for 
the purchase of drugs from a manufacturer . . . and subsequently sells or provides the 
drugs to the general public."'2 Similarly, the Proposed Rule describes the retail 
pharmacy class of trade as "that sector of the drug marketplace . . . which dispenses 
drugs to the general public . . . ."I3 

Merck agrees with the approach of identifyrng entities within the retail pharmacy 
class of trade as those that dispense drugs to the "general public" and believes that this 
approach is consistent with Congressional intent. We note, however, that mail order 
pharmacies will not always fall into this class, because some mail order pharmacies are 
"closed" pharmacies that only serve individuals covered by certain payors or health 

- 

" 42 U.S.C. 1396r-8(k)(l)(A). 
l 2  Fed. Reg. at 77196 (proposed) 42 C.F.R. 5 447.504(e)). 
' Id. at 77178. 
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plans. Consequently, CMS should clarify in the Final Rule that the retail pharmacy class 
of trade includes those mail order pharmacies that "sell[ ] or provide[ ] drugs to the 
general public," but not closed mail order pharmacies. Prices to closed mail order 
pharmacies should thus be excluded from AMP calculations. 

2. Third Party Rebates 

The Proposed Rule provides that 'Yo the extent manufacturers are offering . . . 
price concessions to [a] PBM that are not bona fide service fees, we propose that these 
lower prices be included in  AMP."'^ Consistent with this treatment of PBM rebates, the 
Proposed Rule would also include in AMP rebates paid to third-party payors such as 
Medicare Part D plans, qualified retiree prescription drug plans, and State Pharmaceutical 
Assistance programs .Is 

Merck supports the general approach CMS has proposed of including rebates to 
PBMs and third-party payors in AMP calculations. However, this approach could reduce 
AMP, which will shortly become a reimbursement metric. Federal upper limits for 
multiple source drugs will be 250% of AMP starting this year, and some States might 
decide to use AMP in their Medicaid reimbursement formulas for other drugs once AMPS 
become public. As noted in our August 2,2006 letter to CMS, Merck believes it is 
critically important for pharmacy reimbursement to correlate to pharmacy acquisition 
cost. Because AMP as defined in the Proposed Rule would include rebates that are not 
necessarily offered to retail pharmacies, it will be important for CMS to caution the 
States about the need to evaluate the relationship between AMP and pharmacy. 
acquisition costs carehlly before adopting any type of AMP-based reimbursement 
formula. 

To help ensure that AMP-based Medicaid reimbursement formulas have a 
percentage markup over AMP that preserves Medicaid beneficiaries' access to medicines, 
CMS should re-emphasize in the Final Rule that it "encourage[s] States to analyze the 

l4 Id. at 77179. 
Is & at 77180. It is unclear whether the Proposed Rule would require manufacturers 
to include supplemental Medicaid rebates in AMP. CMS should clarify this point in the 
Final Rule. 
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relationship between AMP and pharmacy acquisition costs to ensure that the Medicaid 
program appropriately reimburses pharmacies for estimated acquisition  cost^."'^ 

3. Price Concessions to PBMs 

As noted above, the Proposed Rule provides that "to the extent manufacturers are 
offering . . . price concessions to [a] PBM that are not bona fide service fees, we propose 
that these lower prices be included in AMP."'7 The proposed regulatory text would 
similarly provide that "[d]iscounts, rebates or otha price concessions to PBMs associated 
with sales for drugs provided to the retail pharmacy class of trade" are included in 
 AMP.'^ However, the Proposed Rule also includes language that could create confusion 
about the treatment of price concessions to PBMs in AMP calculations; in particular, the 
Proposed Rule notes that AMP includes price concessions to PBMs "that affect the net 
price recognized by the nianufactureryy for drugs provided to the retail pharmacy class of 
trade.19 To promote greater uniformity in AMP calculations and preclude the possibility 
of confusion regarding the treatment of PBM price concessions, CMS should state clearly 
in the Final Rule that any price concessions to PBMs should be included in AMP 
 calculation^.^^ 

4. Nun-Purchasing HMOs 

Like the Medicaid Rebate Agreement, the Proposed Rule would expressly 
exclude sales to health maintenance organizations (HMOs) fiom AMP  calculation^.^' 
However, the Proposed Rule does not distinguish between HMOs that actually purchase 
drugs and distribute them to members through the HMO's own closed pharmacies, and 

Id. at 771 96 (proposed 42 C.F.R. § 447.504(g)(3)). 
l9 - Id. at 77 179. 

2o We agree with CMS that bona fide service fees paid to PBMs (or others) should be 
excluded fiom AMP and Best Price. CMS should make clear that these fees are not 
properly considered price concessions, rather than use language suggesting inaccurately 
that bona fide service fees are price concessions but nonetheless are excluded fiom AMP 
and Best Price. 

71 Fed. Reg. at 77179. 
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those HMOs that do not purchase drugs but instead reimburse retail pharmacies for drugs 
dispensed to HMO members. The latter category of HMOs act as third-party payors. 
Thus, as with other retail phannacy sales that are reimbursed by third-party payors:2 
sales of drugs that are dispensed by retail pharmacies and reimbursed by those HMOs 
(and the amount of any concessions associated with those sales) should be included in 
AMP. To enhance consistency, CMS should clarify in the Final Rule that sales of (and 
price concessions associated with) drugs dispensed at retail pharmacies that are 
reimbursed by non-purchasing HMOs also are included in AMP. 

C. Coupon Programs (44 7.504(&(11) and 44 7.505(~)(12)) 

Among the types of programs that Merck utilizes to assist patients are coupon 
programs and voucher programs. Merck uses the terms "coupons" and "vouchers" to 
describe two distinct types of programs which may fall under the rubric of ''manufacturer 
coupons" as used by CMS in the Proposed Rule. Although "coupon" and 'toucher" 
programs may appear similar, they are different in purpose and function. Merck believes 
that an understanding of this distinction is essential for CMS to regulate their impact on 
AMP and Best Price calculations. 

As Merck uses the term, "coupons" are certificates provided to patients that 
entitle them to discounts on their prescription drug purchases, either at the point-of-sale 
(through a reduction in the amount the consumer is required to pay the dispensing 
phannacy) or subsequent to the purchase (by sending the coupon to the manufacturer or a 
clearinghouse with proof-of-purchase in order to receive a cash reimbursement ftom the 
manufacturer). In either case, the amount of the discount provides a dollar-for-dollar 
reduction in the amount paid out-of-pocket by the patient. Whether the coupons are 
redeemed by the dispensing pharmacy or directly by the patient, the entire discount 
represented by the coupon goes to the patient. In point-of-sale coupons, the dispensing 
pharmacy receives reimbursement for the discount passed on to the patient plus a small 
handling fee for administering the transaction. The impact of the handling fee on 
Merck's AMP and Best Price should be evaluated under the rules that CMS establishes 
for determining bona fide service fees. However, with respect to the drugs dispensed 
subject to the discount conferred by the coupon, the pharmacy receives no part of the 

22 The Proposed Rule provides that drugs reimbursed by Medicaid, Medicare Part D 
plans, and State Pharmaceutical Assistance Programs are included in AMP when the 
drugs are dispensed by retail pharmacies. Id. at 771 80. 
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discount and is prohibited from charging more than its usual and customary price less the 
discount. If the patient is a member of a managed care plan, the discount on the product 
is limited to the amount of the patient's copayment or coinsurance. 

"Vouchers," by contrast, are certificates provided to patients that entitle the 
patient to receive a specified number of units of a drug free-of-charge. In this respect, 
vouchers function similarly to product samples. The manufacturer in a voucher program 
contracts with a vendor, which in turn contracts with the pharmacy. The pharmacy 
dispenses the drug fiee-of-charge to the patient and is then reimbursed by the vendor 
according to a formula negotiated between the vendor and the pharmacy, plus a 
dispensing fee. The vendor bills the manufacturer for this reimbursement expense (which 
is designed to be revenue neutral to the retail pharmacy), plus a service fee. Again, the 
service fee to the vendor should be evaluated under the definition of "bona fide service 
fee" adopted in the final rule. Since the manufacturer indirectly reimburses the 
dispensing pharmacy through the negotiated formula, the dispensing pharmacy does not 
submit a reimbursement claim for those units to any public or private insurance program 
of which the consumer may be a beneficiary. Although vouchers are submitted for 
redemption through a pharmacy, the discount has no effect on the acquisition price paid 
by the pharmacy for the prescription drug dispensed upon the presentation of a voucher.23 

CMS proposes to require manufacturers "to exclude coupons redeemed by the 
consumer directly to the manufacturer from the calculation of AMP," but 'Yo include 
coupons redeemed by any entity other than the consumer in the calculation of  AMP."^^ 
Similarly, CMS proposes to require manufacturers "to exclude coupons redeemed by the 
consumer directly to the manufacturer h m  the calculation of best price," but "to include 
coupons redeemed by any entity other than the consumer in the calculation of best 
price."25 In the context of Best Price calculations, CMS premises its proposed disparate 
treatment of manufacturer coupons on its belief that "the redemption of coupons by the 
consumer directly to the manufacturer does not affect the price paid by any entity whose 

23 The mechanics of how coupons and vouchers are processed and redeemed are 
outlined in more detail in Exhibit A. 
24 7 1 Fed. Reg. 77 174,771 8 1 (Dec. 22,2006); see also id. at 77 197 (to be codified at 
42 C.F.R. $8 447.504(g)(11) & @)(9)). 

Id. at 77183; see also id. at 77197 (to be codified at 42 C.F.R. §§ 447.505(~)(12) Br 
(dI(8X 
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sales are included in best price," but that "the redemption of coupons by any entity other 
than the consumer to the manufacturer ultimately affects the price paid by the entity &.g , 
retail pharmacy)."26 Although CMS does not state so explicitly, this rationale 
presumably underlies CMS's proposed treatment of manufacturer coupons in AMP 
calculations as well. 

Although CMS does not propose a definition of "manufacturer coupon," we 
assume that this term encompasses "coupons" as described above. In addition, we are 
concerned that "vouchers" may also be included in potential interpretations of 
"manufacturer coupon," whether or not this was CMS's intent. We respectllly submit 
that CMS's proposed treatment of coupons (and possibly vouchers) in AMP and Best 
Price calculations is not appropriate. In our view, coupons redeemed directly by patients 
to the manufacturer should not be treated any differently &om coupons redeemed to the 
manufacturer through other parties. CMS suggests that coupons redeemed "by entities 
other than consumers" somehow affect the prices those entities pay for drugs dispensed 
subject to those coupons. CMS thus appears to believe that, by honoring coupons 
presented by patients, which the entities then submit to manufacturers for redemption, the 
redeeming entities receive a price concession. This belief is contrary to Merck's 
experience, in which coupons (and vouchers) are intended solely for the financial benefit 
of patients, regardless of the means by which they are redeemed. 

When a patient presents a coupon to a pharmacy that dispenses prescription drugs, 
the pharmacy provides the patient with a discount equal to the coupon's face value. 
When a patient presents a voucher, the pharmacy provides the drug to the patient for £tee. 
Upon "redeeming" the coupon or voucher to the manufacturer, the pharmacy receives a 
reimbursement that correlates to the coupon or voucher's value. Consequently, the value 
of the coupon or voucher "passes through" the redeeming entity to the patient and has no 
effect on the acquisition price paid by the redeeming entity to purchase the units of the 
drug dispensed subject to the coupon or voucher. The transaction that establishes the 
price the redeeming entity paid to acquire the drug occurs well before the patient ever 
presents the coupon or voucher to the redeeming entity. Indeed, the transaction in which 
the drug is acquired often involves only a wholesaler and a retail pharmacy; the 
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manufacturer may not even be a party.27 Because the redeeming entity in the case of both 
coupons and vouchers does not retain any portion of the discount conferred to the patient, 
the coupon or voucher has no effect on the price the entity paid for the prescription drugs 
it dispenses to the patient. The couponlvoucher, accordingly, is not a cost-saving 
program offered to an entity other than the patient, and the value of the coupon or 
voucher should not be included in manufacturers' calculations of either AMP or Best 
Price. 

Moreover, CMS's proposed approach could have unintended adverse 
consequences on both coupon and voucher programs, which offer substantial financial 
benefits to patients. This is especially true with regard to voucher programs, if CMS 
considers vouchers under the umbrella of "manufacturer coupons." Although vouchers 
h c t i o n  similarly to product samples (like samples, vouchers allow a patient to try a drug 
without cost for a limited time to enable the patient's physician to determine the safety 
and efficacy of the drug for the particular patient), they have many advantages over 
product samples. From the physician's standpoint, vouchers are easier to safeguard, store 
and distribute to patients; indeed, an increasing number of physician practices will not 
accept samples and will only accept vouchers. Also unlike samples, vouchers offer 
advantages because they require a prescription before they can be used and a pharmacist 
must fill the prescription. For the patient, vouchers allow the dispensing pharmacy an 
additional opportunity to track prescription drug use and thereby monitor for adverse 
drug interactions. Thus, they provide another opportunity for the patient to ask questions 
of a healthcare practitioner. Manufacturers should not be penalized from a pricing 
standpoint for offering vouchers that are redeemable at the point of sale. 

27 If coupon or voucher programs were "relevant" to AMP or Best Price, it is not clear 
how the manufacturer should account for the value of such a program in its price 
calculations. If the pharmacy buys the drugs fiom a wholesaler, the manufacturer would 
not: (a) know the acquisition price for the drug that the pharmacy paid (because it is not a 
party to the agreement between the distributor and the pharmacy); or (b) have the ability 
to trace the units dispensed to the patient using a coupon or voucher to a sale from the 
manufacturer to a wholesaler. Moreover, if the Proposed Rule were to become effective, 
would the net price for AMP or Best Price purposes require the manufacturer to subtract 
from the acquisition price: (a) the dispensing fee paid to the redeeming entity, (b) the 
discount paid to the consumer, (c) the reimbursement amount paid to the redeeming 
entity; or (d) some combination of these elements? 
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With regard to coupon programs, CMS's proposed approach could also result in 
manufacturers requiring patients to redeem coupons directly to them. This would burden 
patients by requiring them to put forth the 111 out-of-pocket cost of the prescription and 
to wait 6-8 weeks for reimbursement after mailing proof-of-purchase forms to the 
manufacturer. It also potentially could require manufacturers to pay for additional 
infrastructure to administer such coupon programs. Merck does not believe that such 
additional steps are necessary or warranted. Coupons serve the valuable purpose of 
encouraging patients to obtain the medications their physicians have prescribed by 
reducing the cost of such medications to the patients, and we are concerned that CMS's 
proposal could reduce or unduly burden patient participation in those programs. 

Based on the foregoing, Merck respectfully requests that CMS take the following 
actions in the Final Rule: 

Coupons 

> Adopt a definition of "manufacturer coupon" that encompasses cost-saving 
programs offered to patients but that recognizes the different means by which 
coupons may be redeemed. Merck proposes that CMS adopt the following 
definition: 

"Manufacturer coupon" means "any certificate provided to 
a consumer that provides by its terms that the consumer is 
entitled to a discount on his or her purchase of drugs, 
either: (A) at the point-of-purchase, through a reduction 
equal to the face value of the coupon up to the amount the 
consumer is required to pay the entity that dispenses the 
drugs, or (B) subsequent to the purchase, through receipt of 
a cash reimbursement from the manufacturer (or a vendor 
under contract to the manufacturer to administer the coupon 
program) where the reimbursement amount is equal to the 
lesser of the amount the consumer paid to the dispensing 
entity or the face value of the coupon." 

> Require manufacturers to exclude from their AMP and Best Price 
calculations: 
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Any manufacturer coupon redeemed by a consumer either directly to the 
manufacturer or to a vendor under contract with the manufacturer to 
administer the coupon program; and 

Any manufacturer coupon redeemed by an entity other than a consumer 
(after being presented to and honored by such entity) either directly to the 
manufacturer or to a vendor under contract to the manufacturer to 
administer the coupon program. 

> Specify that manufacturers should also exclude from their AMP and Best 
Price calculations: (A) the reimbursement amount paid to the redeeming entity 
for the manufacturer coupon; and (B) any fees paid to an entity other than a 
consumer that redeems a manufacturer coupon where the fee satisfies the 
delinition of "bona fide service fee" adopted by CMS in the Final Rule. 

Vouchers 

CMS does not expressly address in the Proposed Rule how manufacturers should 
treat in their AMP and Best Price calculations drugs that are ultimately dispensed to 
patients upon presentation of vouchers. Merck believes that CMS should confirm that 
manufacturer vouchers are not subject to CMS's guidance regarding "manufacturer 
coupons." If CMS does decide to treat manufacturer vouchers explicitly in the Final 
Rule, Merck respecthlly requests that CMS take the following actions with regard to 
vouchers: 

> Adopt a definition of "manufacturer voucher" that encompasses cost-saving 
programs offered to patients but that recognizes the different means by which 
vouchers may be redeemed. Merck proposes that CMS adopt the following 
definition: 

'Manufacturer voucher" means "any certificate provided to 
a consumer that provides by its terms that the consumer is 
entitled to a specified number of units of a drug free-of- 
charge, without (A) any co-payment from the consumer, or 
(B) reimbursement to the entity that dispenses the drug 
fiom any insurance program of which the consumer may be 
a beneficiary." 
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> Require manufacturers to exclude from their AMP and Best Price 
calculations: 

Any manufacturer voucher redeemed by a consumer either directly to 
the manufacturer or to a vendor under contract with the manufacturer to 
administer the voucher program; and 

Any manufacturer voucher redeemed by an entity other than a consumer 
(after being presented to and honored by such entity) either directly to the 
manufacturer or to a vendor under contract with the manufacturer to 
administer the voucher program. 

> Specify that manufacturers should also exclude fiom their AMP and Best 
Price calculations: (A) the reimbursement amount paid for any manufacturer 
vouchers; and (B) any fees paid to an entity other than a consumer that 
redeems a manufacturer voucher where the fee satisfies the definition of 
"bona fide service fee" adopted by CMS in the Final Rule. 

The approach that we have suggested is the most practical and fair method for all 
parties because the relevant price of a covered outpatient drug for AMP and Best Price 
purposes is the price that the manufacturer charges to the wholesaler or retail pharmacy 
(if the manufacturer sells directly to the retail pharmacy) for the drug, not the 
reimbursement amount paid to the entity at which a voucher is redeemed or the financial 
value of a voucher to the patient. 

If CMS does not adopt the approach that we have suggested above, Merck 
respectfully requests clear guidance from CMS as to how manufacturers should account 
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for coupons and vouchers in their calculations of AMP and Best price." 

D. Authorized Generic Agreements (447.506) 

Section 6003 of the DRA directed innovator manufacturers, effective January 1, 
2007, to take sales of authorized generic products into account in the calculation of the 
innovator manufacturer's AMP and Best Price. With respect to AMP, the DRA required 
that, "in the case of a manufacturer that approves, allows, or otherwise permits any other 
drug of the manufacturer to be sold under a new drug application approved under section 
505(c) of the Federal Food, Drug, and Cosmetic Act [FFDCA],"~~ the innovator 
manufacturer's AMP "shall be inclusive of the average price paid for such drugs by 
wholesalers for the drugs distributed to the retail pharmacy class of trade."30 With 
respect to Best Price, the DRA provides that the innovator manufacturer's Best Price 
"shall be inclusive of the lowest price for such authorized [generic] drug available fiom 

The Medicaid Rebate Act defines Best Price as the lowest price charged "to any 
wholesaler, retailer, provider, health maintenance organization, nonprofit entity, or 
governmental entity." 42 U.S.C. 9 1 396r-8(c)(l)(C)(i). Accordingly, Merck is 
concerned with the Proposed Rule's discussion of Best Price, which provides: "[wle 
propose to consider any price adjustment which ultimately affects those prices which are 
actually realized by the manufacturer as 'other arrangements'. . . that . . . should be 
included in the calculation of Best Price." 71 Fed. Reg. at 77182. To avoid any 
confusion, CMS should confirm explicitly in the Final Rule that Best Price is the lowest 
price realized by the manufacturer net of all price concessions to a specific Best Price- 
eligible customer. This clarification would recognize the Medicaid Rebate Act's 
requirement that Best Price must be determined by reference to customer-specific prices, 
rather than prices derived by aggregating price concessions to different customers. 
29 DRA section 6003(a)(Z)(B)(iii). Section 505(c) of the FFDCA addresses new drug 
applications (NDAs) that the FDA must approve as a prerequisite for a company f8 
market drugs and certain biologics (such as human growth hormone and insulin). By 
contrast, FDA approves abbreviated new drug applications (AND As) under 5056) (for 
certain generic products) and biologics license applications (BLAs) (for certain biologics) 
under section 351 of the Public Health Service Act (PHSA). Therefore, Section 6003 by 
its terms, including the reference to Section 505(c) of the FFDCA, applies to authorized 
versions of products marketed under NDAs, but does not apply to products marketed 
under ANDAs or BLAs. 
'O - Id. 
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the manufacturer during the rebate period to any manufacturer, wholesaler, retailer, 
provider, [HMO], nonprofit entity or governmental entity."3' 

The DRA is silent concerning how manufacturers should blend sales of an 
authorized generic version of their drugs with their own sales of the drug for purposes of 
the AMP calculation. It also does not expressly address whether the Best Price 
determination takes into account the transfer price of the authorized drug fiom the 
innovator manufacturer to the authorized generic manufacturer, or the lowest price of the 
authorized drug from the authorized generic manufacturer to its Best Price-eligible 
customers, or both. 

Section 447.506 of the Proposed Rule, suggests a definition of the term 
"authorized generic" and proposes to require manufacturers to include "the direct and 
indirect sales of [an authorized generic] drug in its AMP" and "the price of [an authorized 
generic] drug in the computation of best price for the single source or innovator multiple 
source drug . . . to any manufacturer, wholesaler, retailer, provider, HMO, non-profit 
entity, or governmental entity within the United States." However, like the DRA, the 
Proposed Rule neither specifies a procedure for blending sales by the authorized generic 
manufacturer in the innovator company's AMP nor identifies the prices that must be 
taken into account in determining Best Price. In the preamble to the Proposed Rule, 
CMS appears to conclude that the only relevant price for Best Price purposes is the price 
from the authorized generic manufacturer to its customers: 

we would require that sales of authorized generic drugs by 
the secondary manufacturer that buys or licenses the right 
to sell the drugs be included by the primary manufacturer in 
the sales used to determine the best price for the single 
source or innovator multiple source dmg approved under 
Section 505(c) of the FFDCA during the rebate period to 
any manufacturer, wholesaler, retailer, provider, HMO, 
non-profit entity or governmental entity within the United 
States. The primary manufacturer must include in its 
calculation of best price all sales of the authorized generic 
drug which have been sold or marketed by a secondary 

' DRA section 6003(a)(2)@)(iii). 
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manufacturer or by a subsidiary of the brand 
man~facturer.~~ 

Merck agrees that, for Best Price purposes, the relevant price for a drug that is the 
subject of an authorized generic agreement should be the lower of: (a) the lowest price 
charged by the innovator manufacturer in a Best Price-eligible sale; or (b) the lowest 
price charged by the authorized generic manufacturer in a Best Price-eligible sale. We 
also agree that the transfer price -- that is, the price at which the innovator manufacturer 
sells the drug to the authorized generic manufacturer -- should not be taken into account 
in Best Price, even if the transfer price would otherwise be the lowest price at which the 
drug is sold. Transfer prices may involve complex royalty or profit-sharing arrangements 
that would be difficult for the innovator manufacturer to incorporate into its Best Price 
and for CMS to evaluate. In such situations, the amount of the royalty or profit share 
likely will not be known until long after the reporting period has ended. Therefore, 
Mack supports the approach that CMS has suggested in the preamble to the Proposed 
Rule. To avoid any confusion, we request that the wording of the regulation be clarified 
so that the Final Rule will more closely track this approach, making it clear that the 
transfer price is not a Best Price-eligible sale for the innovator manufacturer. 

With respect to both AMP and Best Price, as Merck explained in its August 2, 
2006 letter to CMS, we recommend that CMS adopt a specific methodology for blending 
authorized generic sales with sales by the innovator manufacturer. We believe that there 
are two potential blending methodologies available to CMS: 

1. CMS could require manufacturers of innovator drugs and manufacturers of 
authorized generic version(s) of those innovator drugs to calculate AMPS and 
to determine Best Prices for their own products, using only the sales data 
specific to those products (as identified by their National Drug Code (NDC) 
numbers), and to include in their AMP reports the number of units sold during 
the rebate period. CMS could also require innovator drug manufacturers to 
identify the NDC(s) associated with authorized generic versions of their 
innovator drugs marketed under their NDAs. CMS would be responsible for 
using this information to calculate weighted AMPS and to determine Best 
Prices for the innovator drugs and then for reporting this information to 
innovator drug manufacturers. 

' 71 Fed. Reg. 77174,77184 (Dec. 22,2006). 
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CMS could require manufacturers of innovator drugs to obtain information 
from manufacturers of authorized generic version(s) of their innovator drugs, 
either the AMPs or Best Prices themselves or the underlying sales data. 
Manufacturers of innovator drugs then would use this information, in 
combination with sales data for their innovator drugs, to calculate AMPs and 
to determine Best Prices for their innovator drugs. If this approach were 
taken, CMS should allow the innovator manufacturer to rely on a certification 
from the authorized generic manufacturer as to the accuracy of the 
information provided. 

Merck recommends that CMS adopt the first option in the Final ~ u l e . ~ ~  Merck's 
concern with the second option is that the thirty days available to manufacturers to 
calculate AMP and to determine Best Price would make it difficult for innovator drug 
manufacturers to obtain information from the manufacturers of authorized generic 
versions of their innovator drugs, to take any steps they may consider appropriate to 
veriQ the accuracy of that information, and then to calculate AMPs and determine Best 
Prices for their innovator drugs. With a short time period to complete these tasks, 
innovator drug manufacturers could have reduced confidence in the accuracy of their 
AMPs and Best Prices. 

The first blending option would avoid this concern by making manufacturers 
responsible only for the accuracy of their own price information, while also enabling 
CMS to exercise effective oversight with respect to the information being submitted by 
both the innovator and the authorized generic manufacturer. Additionally, Merck 

33 If CMS dow adopt a manufacturer blending procedure, we urge CMS also to specify 
that the innovator manufacturer need not begin applying the blending procedure until the 
quarter following the launch of the authorized generic product. If an authorized generic 
agreement is effective in the middle of a quarter, our view is that, for ease of 
administration, CMS should permit innovator manufacturers to defer accounting for 
authorized generic sales in its AMP or Best Price until the quarter following the launch of 
the authorized generic drug. Additionally, CMS should take steps to avoid the need for 
disclosure of potentially business sensitive information, such as transaction-level data, 
ffom authorized generic manufacturers to innovator ma~ufacturers. 
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believes that the first option would avoid risks associated with requiring a rivate 
company to obtain pricing and utilization information fiom a competitor. 361 

Merck's Recommendations regard in^ Authorized Generic Arrangements 

> With respect to AMP and Best Price, CMS should include a provision in the 
Final Rule that would expressly require manufacturers of innovator drugs and 
manufacturers of authorized generic version(s) of those innovator drugs to 
calculate AMPS and to determine Best Prices for their own products, using only 
the sales data specific to those products (as identified by their NDC numbers), 
and to include in their AMP reports the number of units sold during the rebate 
period. CMS should also require innovator drug manufacturers to identify the 
NDC(s) associated with authorized generic versions of their innovator drugs 
marketed under their NDAs. CMS should be responsible for using the 
information provided to calculate weighted AMPS and to determine Best Prices 
for the innovator drugs and them for reporting this information to innovator drug 
manufacturers. For authorized generic agreements that are effective in the 
middle of a quarter, CMS should not begin to apply this blending procedure until 
the following quarter. 

CMS should confirm that the Best Price of a drug that is the subject of an 
authorized generic agreement is the lower of: (a) the lowest price charged for the 
drug by the innovator manufacturer in a Best Price-eligible sale; and (b) the 
lowest price charged for the drug by the authorized generic manufacturer in a 
Best Price-eligible sale. CMS should also confirm in the language of the Final 
Rule the principle expressed in the preamble to the Proposed Rule: that Best 
Price does not include the transfer price at which the innovator manufacturer sells 
the drug to the authorized generic manufacturer. 

34 See Statement 6, "Provider Participation in Exchanges of Price and Cost 
~nfo&tion," of the Department of Justice and Federal Trade Commission Statements of 
Antitrust Enforcement Policy in Health Care, which is available at 
http://www.ftc.gov/reports/hlth3s.htm#6). 
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E. Rolling Average Methodology (447.5I 0) 

CMS proposes to require manufacturers to calculate monthly AIW? using the 
same methodology as for quarterly AMP, except that: (a) the monthly AMP would cover 
one month instead of one quarter; (b) the monthly AMP would not be subject to revision; 
and (c) manufacturers would be permitted to estimate end-of-quarter rebates or price 
concessions in monthly AMP calc~lations.~' CMS requests comments on whether it 
should adopt a 12-month rolling average methodology to apply to lagged price 
concessions in both the monthly and quarterly AMP calculations. Under the approach 
adopted by CMS, manufacturers would continue to report revisions to A .  that result 
from information leamed after the quarterly reporting date. 

As noted in Merck's August 2,2006 letter, Merck believes that, because of the 
role that AMP may play in product reimbursement, an important objective of the 
Medicaid program going forward should be to minimize unnecessary instability and 
volatility in AMP calculations. To accomplish this goal, Merck continues to believe that 
CMS should revise the AMP calculation to eliminate the need to adjust AMPs after they 
have been reported. In this regard, we applaud CMS's decision to preclude routine 
restatements of monthly AMP. 

However, Merck does not believe that the three-month rolling average 
methodology proposed by CMS covers a sufficient amount of time to ensure accurate and 
stable reported AMPs. Instead, Merck would urge CMS to adopt a "twelve-month rolling 
average methodology" for monthly (and quarterly) AMPS similar to the methodology 
used to estimate the value of lagged discounts when calculating ASP, another 
reimbursement metric.36 Adoption of the twelve-month rolling average methodology, 
allowing smoothing of all lagged pricing information (including chargebacks), not only 
would have the benefit of consistency across the Medicaid and Medicare programs, but 
also would enable companies to use a sufficient period of time in the rolling average 

35 71 Fed. Reg. 77174,771 85-86 (Dec. 22,2006). 
36 See 42 C.F.R. 414.804(a)(3). In this regard, Merck applauds CMS's proposal that 
manufacturers exclude product returns from the AMP calculation. This proposal will 
align AMP reporting with ASP reporting and also will remove a potential source of 
volatility from the AMP calculation. 
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calculation to improve the accuracy of the monthly (or quarterly) AMPs that may be used 
to determine pharmacy reimbursement. 

In the event that CMS implements this change to the AMP calculation, Merck 
also recommends that CMS describe in the Final Rule the (presumably limited) 
circumstances in which CMS would either expect or pennit manufacturers to recalculate 
AMPs. In particular, CMS should provide guidance to manufacturers regarding whether, 
in light of the need to maximize stability in reimbursement metrics, restatements remain 
an appropriate means for correcting subsequently discovered AMP calculation errors. 

F. Effective Date 

The DRA requires CMS to promulgate rules concerning Ah@ by no later than 
July 1,2007. Many of the changes that would result kom promulgation of the Final 
Rule will require time for manufacturers to implement. For example, the issues raised 
concerning coupon and voucher programs could affect millions of coupons and vouchers 
that are currently on the market. Similarly, the changes to the definition of retail 
pharmacy class of trade, and to AMP and Best Price generally, will require companies to 
revise their price reporting processes and to re-program and test their information 
technology systems. Whatever decisions that CMS ultimately makes in the Final Rule 
concerning these and other issues, manufacturers will need time to implement them. The 
reprogramming and testing of systems will take considerable time and effort and cannot 
be started until manufacturers know what the Final Rule requires. 

Accordingly, to allow for reprogramming and testing of systems to occur and for 
manufacturers otherwise to come into compliance with the requirements of the Final 
Rule, Merck recommends that CMS give manufacturers a period of not less than four 
quarters from the date that the Final Rule is issued before the changes made in the Final 
Rule that are not required by the DRA become effective. This window, through at least 
July 1,2008, would afford both manufacturers and CMS time to prepare their processing 
systems for the changes that the Final Rule will require. If such a "ramp up" period is 
not granted, not only would there be a heightened risk of error and inconsistency in the 
periods immediately following the issuance of the Final Rule, but also reimbursement to 
retail pharmacies could be adversely affected because AMPs are not reported accurately. 
For these reasons, Merck strongly urges CMS to allow manufacturers a period of time of 
not less than twelve months to make the necessary system modifications 
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and to put procedures in place to mitigate the risk that AMP (and Best Price) are not 
calculated and reported accurately. 

Merck appreciates the opportunity to comment on the Proposed Rule. Merck also 
recognizes and appreciates the considerable effort that CMS put into the development of 
the Proposed Rule, and we hope that our comments will be useful to CMS as it develops 
the Final Rule. Merck would be pleased to provide any additional information upon 
request. 

Sincerely, 

Harry J. &eck 
Senior Director 
Customer Contract Management 
Merck & Co., Lnc. 


