
 
 
 
 
 
Herb Kuhn, Acting Deputy Administrator 
Centers for Medicare & Medicaid Services 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Department of Health and Human Services 
Washington, D.C. 20201 
 
 RE: CMS-4130-P (Medicare Program; Policy and Technical Changes 

to the Medicare Prescription Drug Benefit) 
 
Dear Acting Deputy Administrator Kuhn: 
 
 The Biotechnology Industry Organization (BIO) appreciates this 
opportunity to comment on the Centers for Medicare & Medicaid Services 
(CMS) proposed regulation, “Medicare Program; Policy and Technical Changes 
to the Medicare Prescription Drug Benefit,”1 (the Proposed Rule) released May 
25, 2007 and issued pursuant to the Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003 (MMA).  BIO is the largest trade organization to 
serve and represent the biotechnology industry in the United States and around 
the world.  BIO represents more than 1,100 biotechnology centers, academic 
institutions, state biotechnology centers, and related organizations in the United 
States.  BIO members are involved in the research and development of health 
care, agricultural, industrial and environmental biotechnology products. 
 
 BIO represents an industry that is devoted to discovering and ensuring 
patient access to new and innovative therapies.  Many of the therapies developed 
by biotechnology companies target conditions that primarily affect seniors.  BIO 
has been a strong supporter of the Medicare Part D prescription dug benefit, and 
we appreciate CMS’ significant efforts to implement this program.  We believe 
that the Part D benefit has helped increase patient access to critical therapies as 
well as ensure that patients will be able to receive and afford the treatment 
options that best meet their needs.  We continue to encourage CMS to focus on 
patient access in its ongoing implementation of this important program.   
 

                                            
1 72 Fed. Reg. 29403 (May 25, 2007). 
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 Specifically, with respect to the Proposed Rule, BIO urges CMS to 
finalize its proposed approach to ensuring coverage of inhalation drugs and 
supplies and requests that CMS broaden this language to cover other methods of 
administering insulin that may be developed in the future.  Second, BIO urges 
CMS to issue in the final rule an interpretation that the Social Security Act 
permits Part D plans to cover FDA-approved therapies to treat obesity.  Third, 
BIO supports CMS’ efforts to strengthen the rules requiring adequate access to 
home infusion pharmacies and urges CMS to continue to seek ways to provide 
meaningful access to these therapies through coverage of the supplies and 
services necessary to administer these therapies.  Fourth, BIO appreciates CMS’ 
continued efforts to achieve greater transparency in the Part D program and seeks 
clarification of how CMS intends for administrative fees paid to pharmacy 
benefit managers (PBMs) by biotechnology companies and pharmaceutical 
manufacturers to be treated under the Part D reporting rules.  We have discussed 
each of these comments in greater detail below. 
 
 
I. Insulin Inhalation Drugs and Supplies 
 
 BIO appreciates CMS’ recognition that Congress, in defining Part D 
drugs to include the “medical supplies associated with the injection of insulin”, 
intended to ensure that beneficiaries with diabetes have access to both insulin and 
the supplies required to deliver insulin to the body, even where the insulin is 
delivered by a method other than injection.  BIO agrees with CMS’ 
understanding of the legislative history supporting this interpretation and strongly 
supports CMS’ determination that the supplies necessary to administer inhaled 
insulin are included under the definition of a Part D drug.  We urge CMS to 
clarify that medical supplies associated with the administration of insulin are 
covered under Part D regardless of the method of administration of the insulin.   
 
 We are concerned, however, about CMS’ comment in the Proposed 
Rule that it expects Part D plan sponsors “to apply drug utilization management 
tools to ensure the appropriate use of these supplies.”2  We appreciate that CMS 
intends to include in the definition of a Part D drug only those supplies directly 
associated with the delivery of inhaled insulin to the body, yet this language 
appears to create a specific expectation that Part D plans must impose utilization 
management tools on these supplies.  This may instead hinder access to inhaled 

 
2 Id. at 29406. 
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insulin when clinically appropriate.  The supplies necessary to administer insulin 
into the lungs are fundamental to delivering the insulin to the body, and it is not 
necessary for plans to impose utilization management tools on the basic supplies 
necessary to accomplish this administration.  BIO urges CMS to ensure that Part 
D plans not take actions that unnecessarily delay beneficiary access to inhaled 
insulin or any of its corresponding parts or actions that may be used to impede 
access to new and innovative methods of delivery.     
 
 The recent FDA approval of inhaled insulin represents a major 
development in diabetes therapy and offers millions of Medicare beneficiaries an 
alternative way of managing their diabetes.  There are other promising 
developments in the delivery of insulin on the horizon, and we wish to clarify 
that CMS intends for the supplies associated with other insulin delivery methods 
approved in the future to be included in the definition of a Part D drug as well.  
We urge CMS to finalize proposed paragraph (vi) in the definition of “Part D 
drug” in 42 C.F.R. § 423.100 to read as follows:  “Supplies that are directly 
associated with delivering insulin into the body through inhalation or other 
mechanisms, such as the inhaler or its individual components (chamber, base, 
release unit, or other component parts) used to deliver inhaled insulin, or similar 
supplies directly associated with other delivery methods.”  This would clarify that 
the supplies directly associated with alternative methods of delivery of insulin, 
including but not limited to inhalation of insulin, are included in the definition of 
Part D drug.  This is consistent with the Congressional goal of providing 
Medicare beneficiaries with access to the full range of insulin therapies that are 
expected to be available in the near future. 
 
 
II. Morbid Obesity 
 
 In the Proposed Rule, CMS interprets the Social Security Act and its 
implementing regulations at 42 C.F.R. § 423.100 as excluding coverage of drugs 
used to treat morbid obesity.3  BIO believes that this interpretation is not a 
correct reading of the statutory language.  Under the Social Security Act, Part D 
drugs are those drugs and biologicals approved for marketing by the Food and 
Drug Administration, as well as “medically accepted indications” of those drugs 
that are supported by citations in certain compendia.4  Only specific classes of 

 
3 72 Fed. Reg. at 29405. 
4 Social Security Act, (SSA) § 1860D-2(e)(1), referring to §1927(k)(6). 

  



Acting Deputy Administrator Kuhn  
July 24, 2007     
Page 4 of 10 
 

                                           

drugs and uses of certain drugs are statutorily excluded from coverage under Part 
D.  This narrow list includes “agents when used for anorexia, weight loss, or 
weight gain,”5 but it does not prohibit coverage of drugs indicated for “obesity” 
or “weight management” because these indications are different from simple 
weight loss or weight gain.  
 
 Because obesity is widely recognized as an illness distinct from 
weight loss or weight gain,6 a drug that is used for a “medically accepted 
indication” of weight management or treatment of obesity would not be 
precluded from coverage under Part D.  The Social Security Act defines 
“medically accepted indication” as any use for a covered outpatient drug 
approved under the Federal Food, Drug, and Cosmetic Act or a use of a covered 

 
5 SSA § 1860D-2(e)(2)(A), referring to § 1927(d)(2). 
6 Obesity has been widely recognized as a disease distinct from weight loss or weight gain by the medical 
community.  For example, The National Heart, Lung, and Blood Institute at the National Institutes of Health 
describes obesity as a “complex, multifactorial chronic disease that develops from an interaction of genotype and the 
environment.”  National Institutes of Health/National Heart, Lung, and Blood Institute, Clinical Guidelines on the 
Identification, Evaluation, and Treatment of Overweight and Obesity in Adults: The Evidence Report. NIH Pub. No. 
98-4083. 1998, at xi.  Also, the International Classification of Disease, 9th Edition, Clinical Modification (ICD-9-
CM) coding system identifies obesity as a disease in the “other metabolic and immunity disorders” section of the 
system and assigns unique codes to this condition.  International Classification of Diseases, Clinical Modification, 
Ninth Revision, codes 278.01 (morbid obesity), 278.00 (unspecified obesity).  In contrast, the ICD-9-CM identifies 
weight loss and weight gain as mere symptoms of other conditions.  The federal government also has recognized the 
distinction between weight loss and obesity.  For example, FDA makes a distinction between obesity and weight 
loss or weight gain through the regulation of obesity agents under the part of the Federal Food, Drug, and Cosmetic 
Act that applies to drugs used to treat a disease, while regulating weight loss or weight gain agents under a different 
part of the law.  Products making obesity claims “are covered by section 201(g)(1)(B) of the [Federal Food, Drug, 
and Cosmetic Act] because obesity is considered a disease,” but products making claims for “conditions, like 
overweight, that are not considered diseases, but that affect the structure or function of the body” are covered by 
section 201(g)(1)(C) of the Act.  65 Fed.Reg.999, 1027 (Jan. 6, 2000).  Indeed, CMS itself implicitly acknowledged 
that obesity is a disease when it revised its national coverage determinations manual to remove the following 
statement: “obesity itself cannot be considered an illness.”  
https://www.cms.hhs.gov/mcd/viewtrackingsheet.asp?id=57 (announcing revision to Coverage Issues Manual § 35-
26); subsequently reissued by Transmittal 23, October 1, 2004 (revising National Coverage Determinations Manual 
§ 40.5).  The revised policy now states: “Obesity may be caused by medical conditions such as hypothyroidism, 
Cushing’s disease, and hypothalamic lesions or can aggravate a number of cardiac and respiratory disease as well as 
diabetes and hypertension.  https://www.cms.hhs.gov/mcd/viewtrackingsheet.asp?id=57 (announcing revision to 
Coverage Issues Manual § 35-26); subsequently reissued by Transmittal 23, October 1, 2004 (revising National 
Coverage Determinations Manual § 40.5).  Services in connection with treatment of obesity are covered services 
when such services are an integral and necessary part of a course of treatment for one of these medical 
conditions….”  In announcing this policy, the Secretary of the Department of Health and Human Services as well as 
the Administrator of CMS issued statements supporting expanded coverage for treatment of obesity-related 
conditions.  See News Release: HHS Announces Revised Medicare Obesity Coverage Policy, July 15, 2004, quoting 
then-Secretary Tommy Thompson and then-Administrator of CMS Mark McClellan.  Medicare also has recognized 
that obesity is a significant health risk by covering bariatric surgery for treatment of comorbidities associated with 
morbid obesity (Medicare National Coverage Determinations Manual, § 100.1) and by identifying obesity as a 
complication and comorbidity for other illnesses under the proposed inpatient hospital payment rule for 2008. 72 
Fed.Reg. 24680, 24698 (May 3, 2007). 
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outpatient drug supported by one or more citations included or approved for 
inclusion in any of the following compendia:  the American Hospital Formulary 
Service Drug Information; the United States Pharmacopeia-Drug Information or 
its successor publications; and the DRUGDEX Information System.7  Therefore, 
if a use of a drug for obesity is a use that is included in the FDA-approved label 
or is supported by a citation in one of these compendia, this use is eligible for 
coverage under the definition of a Part D drug. 
 
 Coverage for drugs and biologicals used to treat obesity is consistent 
with CMS’ treatment of other therapies that have a use excluded under § 
1927(d)(2) of the Social Security Act.  While the definition of a Part D drug 
expressly excludes the drugs or uses of drugs listed in § 1927(d)(2),8 there are a 
number of circumstances in which CMS has clarified that certain therapies are 
not excluded under this statutory provision.  For example: 
 
• CMS has clarified that drugs used for AIDS wasting and cachexia are eligible 

for coverage under Part D,9 even though those drugs are used to treat weight 
loss associated with AIDS and may cause weight gain.  In fact, CMS states that 
these drugs are “not considered agents used for weight gain or agents used for 
cosmetic purposes”, even though these drugs cause weight gain.10   

• CMS permits Part D coverage of drugs used to treat acne, psoriasis, rosacea, or 
vitiligo because CMS has determined that these therapies are not considered 
cosmetic.11   

• CMS has determined that Part D plans may cover cough and cold medications 
when used in “clinically relevant situations other than those of symptomatic 
relief of cough and colds.”12  While the statute excludes from Part D coverage 
“agents when used for symptomatic relief of cough and cold”,13 CMS does not 
consider these drugs to be excluded when they are used for a medically 
accepted indication that treats a cough produced by a medical condition 
unrelated to symptomatic cough and cold.   

 
7 SSA § 1927(k)(6). 
8 Drugs used for smoking cessation are not excluded from the definition of a Part D drug. 
9 Medicare Part D Manual, ch. 6, § 20.1 and Appendix B. 
10 Medicare Part D Manual, ch. 6, § 20.1 and Appendix B. 
11 Id. 
12 Id. 
13 SSA § 1927(d)(2)(D). 
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• CMS has clarified that vitamin D analogs and prescription niacin products are 
not affected by the statutory exclusion of prescription vitamins.  With respect to 
niacin, CMS has stated that prescription niacin products differ from vitamins 
used for nutritional supplementation (which are thus excluded under the statute) 
because they are used at higher doses and for different purposes than other 
vitamin products.14   

 
In each case, these examples demonstrate that CMS can appropriately interpret 
the statutory exclusions of certain uses of drugs and categories of drugs to permit 
coverage of medically accepted indications of drugs even when other uses of 
those drugs might be excluded.  We urge CMS to apply the same standards and 
cover drugs used for non-cosmetic, medically accepted indications for treatment 
of obesity rather than concluding that these drugs are excluded by the statute’s 
prohibition on coverage for agents used for weight loss or weight gain.   
 
 In addition to the statutory language that we believe clearly permits 
the coverage of drugs used for treatment of obesity, there are clear public health 
reasons for the treatment of obesity to be covered under Part D.  Obesity is a 
major public health problem in this country.  The National Institutes of Health 
report that 97 million Americans are overweight or obese and that the costs 
attributable to obesity in this country alone approach $100 billion each year.15  A 
chronic disease involving genetic, environmental, metabolic, and behavioral 
factors,16 obesity is associated with multiple comorbid conditions, such as Type 2 
diabetes, dyslipidemia, hyperinsulinemia, hypertension, cardiovascular disease, 
and impaired glucose tolerance.17  Failure to provide payment for treatment for 
obesity simply does not make sense from a public health perspective. 
 
 BIO also wishes to clarify that CMS’ most recent interpretation 
precluding coverage of drugs used for obesity is not intended to preclude 
coverage of drugs that have indications other than obesity but where use of the 
drug may result in weight loss.  Specifically, some drugs have labeled or 
compendia-listed indications for conditions such as diabetes, yet use of the drug 

 
14 Medicare Part D Manual, ch. 6, § 20.1 and Appendix B. 
15 NATIONAL INSTITUTES OF HEALTH, THE CLINICAL GUIDELINES ON THE IDENTIFICATION, EVALUATION, AND 
TREATMENT OF OVERWEIGHT AND OBESITY IN ADULTS: THE EVIDENCE REPORT, available at 
http://www.nhlbi.nih.gov/guidelines/obesity/ob_gdlns.pdf. 
16 See, e.g.,  Rippe J, Crossley D, Ringer R.  Obesity as a chronic disease: Modern medical and lifestyle 
management.  J Am Diet Assoc. 1998 Oct;98(10 Suppl 2):S9-15. 
17 Id. 
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may result in weight loss.  Type 2 diabetes is a serious problem in this country, 
resulting in millions of dollars in health care costs each year among Medicare 
beneficiaries alone.  It is imperative that Medicare cover the drugs seniors need to 
treat this serious disease.  BIO is extremely concerned that CMS’ interpretation 
of the coverage of obesity drugs under Part D – an interpretation inconsistent 
with the statute itself – may be used to deny coverage of drugs that may result in 
weight loss, even if the drug’s indication is not exclusively for weight loss.  
While clearly drugs treating medical conditions entirely separate from weight 
loss or weight gain are not excluded from the definition of Part D drugs, BIO 
urges CMS to state clearly that it does not intend any interpretation of Part D 
coverage of weight loss drugs to deny coverage of drugs currently covered under 
Part D that are used for treatment of diabetes or other indications but that may 
result in weight loss or weight gain.  As an example, drugs used for the treatment 
of diabetes are eligible for coverage under Part D without regard for the statutory 
exclusion of coverage for agents when used for weight loss or weight gain.  We 
urge CMS to state this clearly in its final rule. 
 
 Finally, CMS states in the Proposed Rule that it “erroneously” stated 
in the January 2005 final rule18 that drugs for morbid obesity may be covered 
under Part D.  However, CMS was legally correct in concluding that these drugs 
can be covered when used for a “medically accepted indication”, as described 
above.  Furthermore, this January 2005 final rule was issued in response to 
specific comments recommending that Part D cover the use of drugs for morbid 
obesity.  CMS addressed these specific comments in the final rule, further 
suggesting that CMS’ decision to cover drugs for morbid obesity was not a 
minor, technical error that can be corrected without notice and comment.  If CMS 
wishes to change policy stated in a final rule, it must clearly state that it intends 
to do so in order to allow stakeholders meaningful opportunity to comment on 
any changes. 
 
 CMS describes its statements in the Proposed Rule as “clarifying 
existing policy” and “not expanding or changing current policy regarding the 
exclusion of agents used for weight loss from the definition of  Part D drug.”19  
In fact, CMS’ current binding policy statements are found in the Part D final rule 
issued in January of 2005, and thus CMS is proposing a significant policy change 
in this Proposed Rule.  Although CMS has issued subregulatory guidance that 

 
18 70 Fed.Reg. 4193 (Jan. 28,. 2005). 
19 72 Fed.Reg. 29405. 
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differs from the January 2005 final rule, these subregulatory statements are not 
binding and cannot be applied to limit Medicare coverage of drugs without 
further rulemaking.  The proposed interpretation of coverage of obesity drugs set 
forth in the Proposed Rule is not simply a technical correction but instead a 
significant proposed policy change to which comments must be reviewed and 
considered. 
 
   
III. Adequate Access to Home Infusion Pharmacies 
 
 BIO supports CMS’ efforts to strengthen the rules requiring adequate 
access to home infusion pharmacies.  Specifically, BIO supports CMS’ 
clarification that home infusion pharmacies within a Part D plan’s pharmacy 
network must be capable of delivering home infused drugs in a form that can be 
administered in a clinically appropriate fashion and providing infusible Part D 
drugs for both short-term acute care and long-term chronic care therapies.   
 
 BIO also appreciates CMS’ clarification that a single network 
pharmacy does not necessarily need to be capable of providing the full range of 
home infusion Part D drugs, as long as the home infusion network, in the 
aggregate, has a sufficient number of pharmacies capable of providing the full 
range of home infusion Part D drugs.  It is equally important for the plans to 
provide access to the most appropriate form or presentation of drugs, as found in 
manufacturer prepared ready-to-use premixed medications or pharmacy filled 
single-use infusion devices, which promote enhanced patient safety through 
reduced risk of contamination and medication errors.  CMS should clarify and 
instruct plans Part D plans and their pharmacy networks to ensure therapies are 
provided in such formats when available.  In order to maintain a viable home 
infusion benefit for Medicare beneficiaries, it is essential that Part D plans 
provide access to the range of products that allow providers to deliver therapies 
to patients in the most appropriate and efficient manner.   
 
 This will help to ensure that Part D plans establish robust home 
infusion networks that afford patients adequate access to these pharmacies.  BIO 
also supports the requirement that a Part D plan ensure that the professional 
services and ancillary supplies necessary for infusion therapy are in place before 
dispensing Part D home infusion drugs, yet we note that the lack of Medicare 
coverage for these services and supplies, as discussed below, makes this a 
difficult requirement for Part D plans to meet and ultimately falls short of 
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providing Medicare beneficiaries with meaningful access to home infusion 
therapies.  
 
 BIO also supports CMS’ proposed requirement that Part D plan 
sponsors provide delivery of home infusion drugs within 24 hours of discharge 
from an acute care setting.  We agree with CMS’ understanding that this 
timeframe is consistent with industry best practices, and we believe that this 
requirement will help to improve patient access to home infusion therapies.  
Home infusion therapy is a cost effective alternative to patients using outpatient 
clinics, physician offices, and hospital stays.  Ensuring that patients will have 
prompt access to home infusion therapies is an important step in improving 
access to home infusion therapy. 
 
 BIO has long been concerned about the lack of adequate Medicare 
coverage for the home infusion services necessary for meaningful access to home 
infusion medication.  Part D fills a critical part of this gap in Medicare coverage 
by providing payment for many drugs and biologicals administered in the home 
setting.  Yet Part D plans are precluded from paying for the special costs 
associated with the administration of these drugs under the Part D benefit20 and, 
at the same time, must ensure that the professional services and ancillary supplies 
(such as IV tubing, administration sets, and single-use infusion devices) 
necessary for the provision of home infusion are in place prior to dispensing of 
home infusion drugs.  In many cases, there is no Medicare or other coverage 
available for these services.  BIO continues to urge CMS to seek ways to provide 
appropriate coverage of the supplies and services necessary to make home 
infusion a meaningful benefit.  Precluding payment under Part D for the supplies 
and services necessary to make home infusion a reality for many patients results 
in a Medicare policy that is not cost-effective and fails to ensure patient access to 
this important treatment alternative.  BIO encourages CMS to conduct a study on 
access to home infusion therapy under Part D and patient out-of-pocket costs.    
 
 
IV. Administrative Costs and Gross Prescription Drug Costs 
 
 BIO appreciates CMS’ proposal to establish a definition of 
administrative costs as part of a continuing effort to achieve greater transparency 
in the Part D program.  As CMS notes, there has been some uncertainty regarding 

 
20 Medicare Part D Manual, Ch. 5 § 20.6. 
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what costs are appropriately reported to CMS as gross prescription drug costs and 
which costs should be separately reported.21  In finalizing its proposals on 
administrative costs and gross prescription drug costs, we urge CMS to provide 
greater clarity on how administrative fees paid to a PBM by a biotechnology 
company or pharmaceutical manufacturer should be reported to CMS by a Part D 
plan sponsor.  Specifically, it is not clear whether CMS intends for such 
administrative fees to fall under the “other direct or indirect price concessions” 
language in the proposed definition of administrative costs.  Providing greater 
clarity on this issue will be an important component of CMS’ efforts to promote 
greater transparency in the Part D program 
 
 
V. Conclusion 
 
 BIO appreciates the opportunity to comment on the Proposed Rule.  
We look forward to continuing to work with CMS to address these critical issues 
in the future.  Please feel free to contact John Siracusa at 202-312-9281 if you 
have any questions or if we can be of further assistance.  Thank you for your 
attention to this very important matter.   
 
      Respectfully submitted, 
       
      /s/ 
  
      John Siracusa 
      Manager, Medicare Reimbursement 
      & Economic Policy 
       
 

 
21 72 Fed. Reg.  at 29409.   

  


