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Pfizer Global Pharmaceuticals 

Cathryn M. Clary, MD, MBA 
Senior Vice President, US Medical 

August 9,2006 

Submitted Electronically 

Leslye K. Fitterman, Ph.D 
Coverage and Analysis Group 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Mailstop: C1-09-06 
7500 Security Blvd. 
Baltimore, MD 21244 

Re: Request for Comments on the Reconsideration of Medicare's Clinical Trial Policy 
(CAG-00071 R) 

Dear Dr. Fitterman: 

We are pleased to respond to the Centers for Medicare & Medicaid Services' (CMS') request for 
public comment on the scope of its reconsideration of the clinical trial policy (now clinical 
research policy) national coverage determination (NCD).' Pfizer is a research-based organization 
with considerable experience in conducting and supporting clinical research. We are committed 
to improving both the transparency and accessibility of clinical research. We support CMS' goals 
to help Medicare beneficiaries find opportunities to participate in biomedical research and ensure 
that they receive the best care possible. We also support the broader evidence-based medicine 
movement and the development of information to support Medicare beneficiaries' healthcare 
decision making that is reflective of clinical judgment and individual patient values. 

The reconsideration of Medicare's clinical research policy provides an opportunity to contribute 
perspective on ways in which clinical research can advance knowledge about treatments for 
diseases afflicting the Medicare population. In addition, we recognize that standards developed 
within this policy will affect CMS' revised coverage with evidence development (CED) guidance. 
We urge the Agency to discuss further the interaction between the clinical research policy and the 

' Centers for Medicare & Medicaid Services. Reconsideration of Clinical Trial Policy NCD. Available at 
h~://www.cms.hhs.~ov/m~d/viewtrackinsheet.as?id=l86. Issued July 10, 2006. 
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revised CED guidance. Pfizer welcomes this opportunity to assist CMS in clearly defining the 
scope of Medicare's clinical research policy; we plan to provide GMS with comments on the 
revised CED guidance document in a separate letter. 

The following are recommendations on the scope of this NCD. In summary, as part of its 
reconsideration, we recommend that CMS should: 

Clarify the types of studies that qualify as Medicare covered clinical research; 
Clearly define what components of clinical research are eligible for Medicare coverage; 
Create an explicit process to determine the eligibility of particular clinical studies for 
Medicare coverage; 
Maintain flexibility for local contractors to cover the item or service under investigation 
for beneficiaries not enrolled or not eligible for CMS-approved clinical research; 
Grant timely and equal access to data generated from CMS-approved studies; and 
Clearly define CMS' involvement in the design of clinical research. 

Recommendations on the Scope of the Clinical Research NCD 

Clarify the types of studies that qualify as Medicare covered clinical research. CMS' existing 
policy defines a qualifying trial as that which evaluates a Medicare benefit, has a therapeutic 
intent, enrolls diagnosed beneficiaries, and has desirable characteristics. In the NCD 
reconsideration, CMS should further define the criteria for "qualifying research" and terms such 
as "therapeutic intent" and "desired characteristics" of clinical re~earch.~ For example, CMS 
should clarify which types of studies, including registries, observational studies, and 
practicallpragmatic clinical trials that will qualify for Medicare coverage. We believe that the 
qualifying criteria should include all types of research that are intended to evaluate a therapeutic 
intervention. In this regard, we would support the inclusion of Phase I clinical trials, if designed 
to test a hypothesis and any other hypothesis-testing, confirmatory clinical research studies. CMS 
should consider developing or adapting established criteria for covering routine cost of care in 
clinical research, such as those by the American Society of Clinical Oncology (ASCO).~ 

We also support CMS' continued efforts to convene an expert panel to define qualifjring criteria. 
Although CMS is considering removing the self-certification process, we believe a more robust 
discussion is necessary. In addition to relevant Federal agencies, we urge the Agency to include 
manufacturer, provider, and patient groups on these panels and to open the meetings to the public 
to allow for broader input and transparency in the process. 

Clearly define what components of clinical research are eligible for Medicare coverage 
under this policy. The final NCD should establish clear guidelines for research study sponsors 
on how they can work with CMS to ensure that appropriate provider and beneficiary expenses are 

* Centers for Medicare & Medicaid Services. NCD for Routine Costs in Clinical Trials. Available at 
h~://www.cms.hhs.pov/mcd/viewncd.asv?ncd id=3 lO.l&ncd version=l &basket=ncd%3A3 10%2E 1%3A1%3ARou 
tine+Costs+in+Clinical+Trials. Issued September 19,2000. 
American Society of Clinical Oncology (ASCO). Coverage of Routine Patient Care Costs in Clinical Trials Position 
Statement. Available at: http://www.asco.ore/asco/downloads/vatient care costs 3.05.vdf. Approved March 2005. 
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covered during the study period. CMS' reconsideration of its clinical research NCD should define 
what is meant by "routine care" and "investigational research costs" suitable for Medicare 
payment in approved clinical research. CMS should also develop a process whereby the Agency 
works collaboratively with clinical research sponsors to determine payment responsibilities. 

In addition, the Agency should address: 

Application of Medicare Secondary Payer (MSP) Rules: We encourage CMS to clarify 
that if a sponsor promises to pay for standard of care costs in clinical research not covered 
by another payer, it does not render the sponsor a primary plan under the MSP Rules. We 
do not believe Congress intended the MSP provisions to preclude Medicare from being a 
primary payer when a study sponsor promises to pay for uncovered clinical research 
services. However, if CMS determines that a sponsor may be considered an insurer under 
these circumstances, we suggest that CMS create a mechanism for determining which 
standard of care services Medicare  cover^.^ 

Medicare Payment for Investigational New Drugs (11VDs) Charges Approved by the Food 
and Drug Administration (FDA): In approved Medicare clinical research, CMS should 
pay for INDs for which study sponsors have gained prior written FDA approval for 
charging research participants.5 

Create an explicit process to determine the eligibility of particular clinical research studies 
for Medicare coverage. In order for the full benefit of this policy to be realized, CMS will need 
to define an explicit process that provides clarity and a level of predictability for the public and 
researchers to work with CMS. The NCD process could serve as a model for how this process can 
be established. The final NCD should clearly delineate the following: 

Whether CMS or another organization will determine what research qualifies for coverage 
of routine costs; 
What the decision-making process and criteria will be for CMS or another organization to 
conclude research is eligible for Medicare coverage, including what will constitute 
"routine costs" and "investigational costs in clinical research studies"; 
How the public will be included in the decision-making process (e.g., comment periods, 
public meetings, etc.); 
What is the expected timefiame for making these determinations; and 
How CMS will evaluate the success of the revised clinical research policy. 

Maintain flexibility for local contractors to cover the item or service under investigation for 
beneficiaries not enrolled or not eligible for CMS-approved clinical research. Beneficiaries 
who cannot participate in clinical research should be protected. Patients should not be denied 

For additional information on the application of the Medicare secondary payer rule in clinical research, please see: 
Barnes, Mark and Jerald Korn. Medicare Reimbursement for Clinical Trial Services: Understanding Medicare 
Coverage in Establishing a Clinical Trial Budget. Journal of Health Law, Fa11 2005. Available at: 
httv://www.ro~esmav.com/files/tbl s20News/FileUvloadl16/10G1/Article Fa11%202005 Journa1%20ofO/o20HeaIth% 
20Law Barnes Korn.~df. 

?he FDA's policy for charging for INDs is governed by 21CFR312.7. Promotion and Charging for Investigational 
Drugs. Available at: http:llwww.fda.novlcderlabout/smallbizlchar~. 
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Medicare coverage because their physician either does not participate in CMS data-collection 
efforts or cannot afford to participate or because they cannot participate in a clinical study. 
Therefore, we believe CMS should allow local contractors to cover beneficiaries who meet the 
study participation criteria, but cannot participate in clinical research due to circumstances beyond 
their control. In addition, local contractors should have the flexibility to cover beneficiaries 
whose provider refuses to participate in the CMS-approved clinical research. For example, CMS 
should allow local contractors to determine whether an item or service restricted to CED is 
medically necessary for the individual and have the latitude to extend coverage. 

Grant timely and equal access to data generated from CMS-approved clinical research. In 
this NCD reconsideration, CMS should provide more detail on its intention to release the public 
data generated from CMS-approved clinical research, particularly research conducted as part of a 
CED decision. The public should have timely access to data, including Medicare claims for 
patients enrolled in CMS-approved clinical research and data generated through CED 
requirements. 

In addition, CMS should clarify the type of access medical-product manufacturers will have to the 
data. In CMS7 CED revised guidance document released July 12,2006; CMS states that data 
generated through CED may "stimulate industry product de~e lo~ment . "~  Yet, historically, CMS 
has not allowed direct access to CMS data if a medical-product manufacturer funds the study.7 
The National Institutes of Health (NIH) Data Sharing Policy creates a process that allows 
manufacturers to access data derived from clinical research on a study-by-study basis.' We 
encourage CMS to develop similar policies and processes for clinical research supported by CMS. 

Clearly define CMS' involvement in the design of clinical research. In the reconsideration of 
this NCD, CMS should explicitly state its role in defining the research questions, study design, 
and methodological approach for CMS-approved clinical research. Based on the revised CED 
guidance, CMS' role remains unclear. For example, the reconsideration of the NCD notice raises 
the possibility that CMS may establish criteria for Medicare beneficiaries to be included in the 
research. We recommend that CMS maintain flexibility when developing such criteria, defining a 
process to work with study sponsors and principal investigators to address the inclusion of 
Medicare beneficiaries in CMS-approved research. Finally, we support CMS' intention to define 
clearly the role of Federal agencies in overseeing IND exempt trials. In this regard, CMS should 
define Medicare payment rules for IND exempt trials. The independent authority of FDA should 
be maintained and the FDA should continue to regulate IND exempt trials. 

Conclusion 

Pfizer appreciates the opportunity to provide CMS with specific recommendations on the 
reconsideration of the clinical research policy. We would welcome an opportunity to meet with 

Centers for Medicare & Medicaid Services. Draft Guidance for the Public, Industry and CMS Staff: National 
Coverage Determinations with Data Collection as a Condition of Coverage: Coverage with Evidence Development. 
Available at: https://www.cms.hhs.~ov/mcdlncpc view document.asp?id=8. Issued July 12, 2006. 
' Centers for Medicare & Medicaid Services. Criteria for Review of Requests for CMS Research Identifiable Data 

(Criteria #7). Available at http://www.crns.hhs.~ov/PrivProtectedDat02 Criteria.asp. Accessed August 2, 2006. 
* National Institutes of Health. Final NIH Statement in Sharing Research Data. Notice #NOT-OD-03-032. Available 

at: http://~ants.nih.gov/~ants/~ide/notice-files~OT-OD-O3-032.h~. Issued February 26, 2003. 
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the Agency during the development of this NCD. Please feel free to contact me directly at 212- 
733-6973 with any questions, or if you need additional information on our above comments. 

Sincerely, 

Cathryn M. Clary, MD 

cc: Barry Straube, M.D., Chief Medical Officer, and Director, Office of Clinical Standards 
and Quality, CMS 
Steve Phurrough, MD, MPA, Director, Coverage and Analysis Group, CMS 



















































 

 

 
 

 

 

  

 
 

 
 

                                                 

August 9, 2006 

BY ELECTRONIC DELIVERY 

Steve Phurrough, M.D.
Coverage and Analysis Group
Centers for Medicare and Medicaid Services 
Department of Health and Human Services
Mailstop: C1-12-28
7500 Security Blvd.
Baltimore, MD 21244 

Re: NCA Tracking Sheet for Clinical Trial Policy (CAG-00071R) 

Dear Dr. Phurrough: 

The California Healthcare Institute (CHI) welcomes this opportunity to
comment on the Centers for Medicare & Medicaid Services’ (CMS) Tracking Sheet 
regarding the development of a Clinical Research Policy (CRP) as a reconsideration
of its national coverage decision (NCD) on Medicare coverage of clinical trials.1  CHI 
represents the biomedical sector of the California economy and unites more than
250 of California’s leading life sciences firms, universities, and private research
institutes in support of biomedical science, biotechnology, and pharmaceutical and
medical device innovation. California is the global leader in biomedical research
and development, with more than one-third of all U.S. biotechnology and medical
device firms, turning scientific discoveries into medical products at an
unprecedented rate. California firms alone produce more than 20 percent of all
medical instruments in the United States and lead the nation in bringing to market
frontline treatments and therapies for diseases such as AIDS, breast cancer, stroke,
and diabetes. 

We strongly believe that clinical evidence is vital to patients, providers, and 
policy-makers’ health care decisions. Our members comprise the various segments
of the clinical research system, including the manufacturers that develop new
therapies and sponsor research and the universities and research institutions that
perform it. CHI members have long demonstrated their dedication to research and
innovation. In 2005, California’s biomedical industry invested $26 in the
development of new products for unmet medical needs, an $11 billion increase over 

H E A D Q U A R T E R S  1 NCA Tracking Sheet for Clinical Trial Policy (CAG-00071R) (hereinafter 1020  Prospec t  S t ree t ,  Su i te  310
“Tracking Sheet”). La  Jo l l a ,  Ca l i f o rn ia  92037  

858 .551 .6677  ■ Fax  858 .551 .6688  

S A C R A M E N T O  

1215  K  S t ree t ,  Su i te  970  
Sac ramento ,  Ca l i f o rn ia  95814  

916 .233 .3497  ■ Fax  916 .233 .3498  



 

 

 
 

 
 

 
 

                                                 
 

 

2003.2  The average company invested 42 percent of its revenues back into research
and development.3  The clinical research conducted by CHI’s members helps
patients and physicians understand how medical technology can be used most
effectively. We fully endorse the use of evidence obtained from such research to 
further clinical knowledge and improve medical decision-making. 

CHI appreciates CMS’ efforts to clarify its criteria on Medicare coverage of
clinical trials. We urge CMS to do so in a manner that does not limit beneficiary
access to care or render patients, providers, and clinical trial sponsors responsible 
for significant additional costs. The CRP has the potential to strengthen the clinical 
trial system in the United States and to thus better enable the various members of
the clinical research community to implement and assess new ground-breaking
therapies that will prove beneficial to Medicare patients. Accordingly, as CMS
develops the CRP, we ask for consideration of our comments and concerns provided
herein. CHI separately will comment on the agency’s recent “Guidance for the 
Public, Industry, and CMS Staff on NCDs with Data Collection as a Condition of
Coverage: Coverage with Evidence Development (CED)” that was issued on July 12,
2006. We request that CMS evaluate the ramifications that the CRP and the CED
policies together may have upon Medicare coverage of clinical trials and beneficiary
access to them. 

In particular, CHI encourages the permanent inclusion of clinical trials
exempt from the investigational new drug application (IND) process in the CRP, as 
well as urges CMS to develop a process that would allow other research studies to
qualify for Medicare coverage. Second, we ask CMS to clarify that the development
of the CRP in no way impacts the 1995 HCFA/FDA interagency agreement which
now authorizes coverage for routine care cost of IDE trials. Third, we ask that CMS
carefully develop any guidelines designed to establish minimum thresholds for
Medicare beneficiary participation in clinical trials and take into consideration the
challenges of enrolling of such patients in research before establishing any such 
standards. Fourth, we encourage CMS to develop data collection standards that
avoid placing unnecessary burdens upon patients, providers, and clinical trial 
sponsors. Finally, we ask that CMS clarify that a clinical trial sponsor is not
considered a primary payer for certain Medicare-covered medical costs related to
the trial where the informed consent document or clinical trial agreement states
that the sponsor will pay for certain uncovered costs. 

Our preliminary comments are set out in more detail below, and we look
forward to the opportunity to comment on the proposed CRP. 

2 CHI, 2006 California Biomedical Industry Highlights, available at 
http://www.chi.org/industry/data.aspx.  

3 Id. 



 

  
 

 

 
 

 

  
 

                                                 

 

 

 

 

I. Inclusion of IND-Exempt Trials and Additional Research Studies 

CHI strongly encourages CMS to include IND-exempt trials among those
clinical trials “deemed” qualified for Medicare coverage in the CRP. The 2000 NCD 
lists trials automatically “deemed” to be qualified as covered by Medicare, including 
trials conducted under an IND reviewed by the Food and Drug Administration
(FDA). In addition, IND-exempt drug trials also are considered “deemed” until such 
time as a qualifying process for these trials was developed.  Qualifying criteria for
IND-exempt trials have not been established, however, and we ask that IND-
exempt trials continued to qualify under the temporary “deemed” status. 

IND-exempt trials clearly should be eligible for Medicare coverage. FDA 
allows exemption of clinical investigations of lawfully marketed drugs in the United 
States only upon the fulfillment of certain requirements.4  The exemption applies
principally to trials conducted by researchers investigating new uses for marketed 
drugs in which safety is not at issue and where the research is not sought to support 
labeling change.5  FDA even promotes the use of the IND-exempt process for
qualifying trials. For instance, FDA has suggested that clinical research for 
oncology products should employ the IND-exempt process where possible rather
than submitting INDs for such products.6  Research studies conducted through the
IND-exempt process have resulted in the post-approval development of many 
innovative health therapies. Permanent treatment of IND-exempt trials as
“deemed” qualified for Medicare coverage will provide more clarity to patients and
providers regarding Medicare coverage for routine medical costs. 

In addition to adding IND-exempt studies to the list of qualifying trials, CHI
urges CMS to develop a qualifying process for other research studies that do not
operate under the IND or IND-exempt process. This would replace the self-
certification process that never was implemented subsequent to the 2000 NCD. To 
this end, we encourage CMS to publicize the inter-agency panel findings that were 
developed for purposes of establishing the self-certification process and to consider
these recommendations in developing a similar process in the CRP. We are 
concerned that removal of the self-certification process would restrict access by 
Medicare beneficiaries to the various research studies being conducted and could
prevent such patients from enrolling in those studies best suited to their medical 

4 21 C.F.R. § 312.2(b); 52 Fed. Reg. 8798, 8801 (Mar. 19, 1987) (noting that “a study of a marketed drug involving 
an indication contained in the product’s approved labeling would be subject to all relevant [IND] requirements” but 
would be “exempt from IND submission requirements if it met the conditions of § 312.2”). 

5 48 Fed.Reg. 26720, 26721 (June 9, 1983); see also 52 Fed.Reg. 8798, 8799-8800 (Mar. 19, 1987). 

6 Food and Drug Administration, “Guidance for Industry, IND Exemptions for Studies of Lawfully Marketed Drug 
or Biological Products for the Treatment of Cancer,” January 2004, available at 
www.fda.gov/cder/guidance/6036fnl.htm. 



 

 

  

 

 

 

 

 
 

                                                 

conditions. We believe that development of a process for qualification of research
studies that do not fall under the IND or IND-exempt process would allow greater
beneficiary access to the array of research trials underway and ensure patient
participation is condition-appropriate. 

II. Continuation of Medicare’s Current Coverage of IDE Trials 

Under longstanding regulations, Medicare covers costs in FDA-approved 
Investigational Device Exemption (IDE) clinical trials involving Category B
devices.7  Since 2004, Medicare also covers routine care costs in IDE trials for 
Category A devices if the device is used in the diagnosis, monitoring, or treatment of 
an immediately life-threatening disease or condition.8  CHI supports this policy,
which allows patients to benefit from advanced new devices while also contributing
to a growing clinical knowledge base. We ask CMS to continue this policy and
confirm that the reconsideration of the clinical trials NCD only serves to expand 
coverage beyond what Medicare already pays for through its IDE policy. 

III. Greater Medicare Beneficiary Participation 

CHI endorses CMS’ efforts to increase Medicare beneficiary participation in
research studies. Development of the CRP has the potential to improve Medicare 
patient access to clinical trials. We are concerned with CMS’ suggestion in the
Tracking Sheet, however, that it may set forth guidelines requiring inclusion of a
representative sample of Medicare beneficiaries in a Medicare covered clinical trial.
We believe that conditioning coverage of such studies upon specific levels of
Medicare patient enrollment actually would restrict the availability of clinical trials 
for Medicare patients by severely limiting the range of trials available for Medicare 
coverage. 

CHI strongly encourages CMS to address the obstacles to the enrollment of
Medicare beneficiaries in clinical trials yet also refrain from developing overly
restrictive beneficiary enrollment standards in the CRP. Securing participation by
Medicare beneficiaries in clinical research is challenging, in part because of trial 
eligibility criteria as well as trial characteristics. Many Medicare beneficiaries do
not meet the eligibility requirements for enrollment into a clinical trial due to
factors such as co-morbidities, complications of conditions, and participant age. In 
addition, clinical trials may impose certain inconveniences such as travel or change 
in a physician or other care provider that discourage Medicare patients from
choosing to enroll in trials. These barriers to participation, inherent in clinical 

7 42 C.F.R. § 405.207(b)(3). 

8 42 C.F.R. § 405.207(b)(2). 



 

 
 

 
 

 
 

 

 

 

trials, also have a strong impact upon the representation of rural residents, 
minorities, and women in clinical studies. 

The challenges of enrolling Medicare beneficiaries are especially pronounced
in clinical trials involving medical devices.  Medical device trials typically enroll a
very limited number of patients. In some cases, FDA imposes an age limit or other
restrictions on participation in device trials that make it highly unlikely that a
Medicare beneficiary could qualify. Any minimum thresholds must recognize the
differences between trials involving drugs or biologicals and those trials involving 
medical devices. 

Rigorous requirements regarding beneficiary representation would further
restrict beneficiary participation by reducing the number of trials available to those
patients eligible and willing to participate.  This, in turn, would further limit the 
availability of evidence related to the Medicare population.  In order to provide
Medicare coverage to those eligible beneficiaries willing to participate in clinical
trials, we urge CMS to develop the CRP in a manner that encourages beneficiary
participation without conditioning coverage upon certain levels of Medicare patient
representation. 

IV. CED and Data Collection 

CHI supports CMS’ efforts to develop the CRP in conjunction with the
agency’s recent CED guidance. CHI requests that CMS consider our CED
comments in developing the CRP proposed decision memorandum. Generally, we
embrace a demanding evidence development process that requires thorough
analysis of a disease and its potential therapies. CHI appreciates CMS’ recent
statements that CED will be used sparingly and in order to expand access to
technologies and treatments for Medicare beneficiaries. With respect to the CRP,
however, we remain greatly concerned about any obligations imposed on clinical
trial sponsors to collect data. We strongly encourage CMS to leave the imposition of 
such standards to FDA or, at a minimum, adopt standards with the least possible
burden upon patients, providers, and clinical trial sponsors. 

Stringent data collection obligations could result in significant
administrative and financial burdens for both sponsoring manufacturers as well as 
participating patients and providers. It is essential that CMS minimize these costs 
to the greatest extent possible. Additional data collections requirements are
particularly challenging for smaller companies. Medical devices, as well as 
biotechnology therapies, often are developed by companies that may have only one
or two products on the market, if any. These companies do not have the ability to
spread additional and unanticipated data collection and other requirements across
many trials that larger companies may have. 



 

 

 
 

 

 

                                                 
 

 

Increased clinical trial costs also may lead to higher costs for patients.
If this is the care, many patients may opt to participate in less expensive programs 
of care instead of the most medically appropriate option, potentially the Medicare-
covered trial. CMS also must consider the cost to providers in establishing data 
collection obligations. Physicians participating in clinical trials donate many
services that are not reimbursed by trial sponsors or by Medicare, such as 
evaluation of patient eligibility, data collection, and drug administration.  Imposing
increased costs upon physicians due to CED and data collection will reduce the
ability of many physicians to donate time and resources to important clinical
research. 

We strongly encourage CMS to determine when additional data collection is
vital to Medicare covered clinical trials by carefully considering whether the value
of the information sought warrants the administrative and financial costs of 
collection. In its calculation, CMS should take into account the effect any such costs 
may have upon participation in clinical trials by beneficiaries and providers and
seek to ensure that research resources are used as efficiently as possible.  One way
that CMS may seek to ensure that the value of the information collected outweighs
the cost of its collection is to consult the relevant stakeholders of the covered clinical 
trial. When additional data collection is justified, we encourage CMS to work with 
the sponsor and trial site to outline the data collection needs at the outset. We also 
caution that CMS’ appropriate role in the clinical trial process is as a payer, and we
encourage CMS to avoid duplicating tasks already granted to FDA. 

In the Tracking Sheet, CMS also indicates that the CRP will attempt to
“[c]larify how items /services that do not meet the requirements of 1862(a)(1)(A) but 
are of potential benefit can be covered in clinical research studies as an outcome of
the National Coverage Determination process.”9  We ask that CMS include this 
inquiry in the CED guidance, and we welcome the opportunity to address this issue
in our comments on to that document. 

V. The Role of Medicare as a Payer 

CHI asks CMS to clarify that a clinical trial sponsor, study site, or
investigator does not become a primary health plan for purposes of the Medicare
Secondary Payer rules when the sponsor agrees in an informed consent document or
clinical trial agreement to pay for uncovered costs for medical services resulting from 
a trial-related illness or injury. 

9 NCA Tracking Sheet for Clinical Trial Policy (CAG-00071R) 



 

 

   
 
 

                                                 

 

 

 

Medicare pays for items and services that are reasonable and necessary for
the treatment of illness or injury,10 including those items and services needed to
treat complications arising from participation in a clinical trial. The 2000 NCD 
states that such items and services are part of the routine costs covered by Medicare 
in a clinical trial.11  Medicare regulations also make clear that Medicare pays for 
complications arising from clinical trials involving the use of medical devices.12 

Under the Medicare Secondary Payer (MSP) rules, Medicare payment is not
available where payment for an item or service is available under a “primary
plan.”13  Under the statute, a “primary plan” includes group health plans, worker’s
compensation laws or plans, automobile or liability insurance policies or plans
(including a self-insured plan), and no fault insurance.14  A clinical trial sponsor is
not a primary plan under the MSP statute. Moreover, clinical trial sponsors
typically offer to pay for expenses relating to a complication arising from the trial
where these expenses are not otherwise covered. Institutional Review Boards 
typically require such language as part of a clinical trial agreement or informed 
consent document. Where such a statement in the clinical trial agreement or
informed consent document has the effect of precluding Medicare payment, the 
result is that Medicare beneficiary participation in the clinical trial is restricted.
Clinical trial sites are reluctant to enroll Medicare beneficiaries where Medicare 
payment is uncertain or billing problems may arise.  CHI urges CMS to clarify that
a sponsor’s offer to pay for uncovered costs arising from complications does not
render the sponsor a “primary plan” for purposes of the MSP provisions. This will 
provide clinical trial sites the reassurance needed to run trials that include
Medicare patients and will allow beneficiaries greater access to medically
appropriate clinical studies. 

10 42 U.S.C. §§ 1395(d) (entitlement to have payment made for inpatient hospital services), 1395k(a)(1) 
(entitlement to have payment made for medical and other health services), 1395y(a)(1)(a) (exclusion for items that 
are not reasonable and necessary for treatment of illness or injury). 

11 Medicare Coverage, Clinical Trials, Final National Coverage Decision, available at 
http://www.cms.hhs.gov/coverage/8d2.asp. 

12 42 C.F.R. § 405.207(b).  The regulation calls for payment even when the device itself is unapproved, making 
clear that coverage also is compelled where the device is an approved one. 

13 42 U.S.C. § 1395y(b)(2)(A). 

14 Id.  In the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (MMA), Congress 
amended the definition of “primary plan” to state that “[a]n entity that engages in a business, trade, or profession 
shall be deemed to have a self-insured plan if it carries its own risk (whether by a failure to obtain insurance, or 
otherwise) in whole or in part.”  1862(b)(2)(A). 



 

 

 

 

 

 

 

 
 

 

VI. Conclusion 

CHI appreciates the opportunity to comment on CMS’ efforts to developed a
proposed CRP. We look forward to commenting on the proposed CRP once it is
issued. We hope that our recommendations are useful to CMS in developing a
proposed CRP that both provides Medicare coverage for clinical trials in a
predictable manner and improves Medicare beneficiary access to cutting-edge
therapies. In particular, we ask that CMS: 

• 	 expressly include IND-exempt clinical trials as deemed, 
• 	 continue Medicare’s policy of covering IDE trials, 
• 	 develop a process for other research studies to qualify for Medicare coverage; 
• 	 carefully craft guidance related to the representation of Medicare 

beneficiaries in Medicare-covered trials to encourage greater beneficiary
participation without restricting the availability of clinical trials to these
patients; 

• 	 devise data collection standards to fulfill CMS’ specific goals while
minimizing the burdens imposed on patients, providers, and clinical trial
sponsors; and 

• 	 clarify that a clinical trial sponsor is not acting as a primary payer for certain
medical costs simply by offering in an informed consent document to pay for
certain uncovered costs. 

We look forward to working with CMS as it develops this policy, and
and would be pleased to have the opportunity to meet with you to discuss these
comments in more detail. If we can be of any assistance, please contact Todd
Gillenwater at 858-551-6677.  Thank you for your attention to this important 
matter. 

Sincerely, 

David L. Gollaher, Ph.D 
President & CEO 

cc: Leslye K. Fitterman
Tamara Syrek Jensen 
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From: Jo Leen Walsh [jwalsh@ucsamd.com] on behalf of Laman Gray [LGray@ucsamd.com] 
Sent: Wednesday, August 09, 2006 3:25 PM 
To: FITTERMAN, LESLYE K. (CMS/OCSQ) 
Subject: 310.1 - National Coverage Decision on Clinical Trial Policy ( CAG-00071R) 
To effectively evaluate the viability of any clinical study, the ability to benchmark results against other 
devices is essential to determine appropriateness of care, funding and overall effectiveness of the device. 
The industry standard, in my opinion, should require enrollment in the clinical trial registry. 

Clinical trials which are currently non-covered by CMS, should be considered for reimbursement at the 
time a device receives PMA or HDE approval.  Any device receiving HDE approval has withstood the 
scrutiny of the FDA which allows Medicare beneficiaries to receive care that may have a health benefit. 
Since the vast majority of payors follow the reimbursement guidelines established by CMS, it is critical 
that CMS set this precedent. If this is not done, the clinical trial will not yield an adequate number of 
enrollees and the trial will not fulfill its mission. 

Laman A. Gray, Jr., M.D. 

Professor of Surgery 

Director, Division of Thoracic 

and Cardiovascular Surgery 

University of Louisville 

Louisville, KY 

502-561-2180 
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Page 1 of 1 
From: CMS CAGInquiries 
Sent: Wednesday, August 09, 2006 10:22 AM 
To: FITTERMAN, LESLYE K. (CMS/OCSQ) 
Subject: FW: Medicare support clinical trials 

From: T-Force Imaging Research [mailto:tforceimagingresearch@comcast.net]  
Sent: Tuesday, August 08, 2006 6:09 PM 
To: CMS CAGInquiries 
Subject: Medicare support clinical trials 

To Whom it may concern: 

In the general interest of science and public wealthfare, we support and strongly urge that CMS 
continues to support Medicare coverage for clinical trials. 

This support provides a means to encourage seniors to participate in studies.  The geriatric 
population is growing rapidly and ways to evaluate their needs and circumvent disease 
processes must be promoted.  78 million adults are a few short years away from becoming part 
of the geriatric population in this country.  We are at a critical junction to obtain studies whose 
results can be used as interventions and to ameliorate any suffering of this group whose welfare 
will be sustained by a smaller subsequent generation. 

The current healthcare industry -- which is already taxed considerably in terms of manpower and 
available dollars -- will not suffice to support this shift without the advancement of science and 
technology to provide point-of-care solutions, streamline costs, cut man hours, and provide a 
continuum of care that can hold up under the burden of large numbers of elderly patients. 

We support any amendment or proposal that supports the continuation of studies of the 
geriatric population, and we discourage the withdrawal of any formal support from Medicare 
studies, as we will all one day join the ranks of the elderly. 

Very Sincerely, 
Mary Meldrum 
Owner, Vice President 
T-Force Imaging Research 

file://C:\DOCUME~1\A11D\LOCALS~1\Temp\HZ8LWATK.htm 8/22/2006 
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August 9, 2006 

Mark McClellan, MD, PhD 
Administrator 
Center for Medicaid and Medicare Services 
7500 Security Blvd. 
Baltimore, MD 21244 

Re: Clinical Trial Policy Reconsideration (CAG-00071R) 

Dear Dr. McClellan: 

The American Society of Hematology (ASH) represents approximately 10,000 
hematologists in the United States who are committed to the treatment of blood and blood-
related diseases. ASH members include hematologists and hematologist/oncologists who 
render blood and bone marrow transplant (BMT) services to Medicare and Medicaid 
beneficiaries. ASH appreciates the opportunity to comment on the reconsideration of the 
Clinical Trial Policy. 

The Centers for Medicare and Medicaid Services (CMS) national coverage decisions 
regarding BMT therapies do not compare favorably to national standards of care for some 
diseases, such as myelodysplasia and multiple myeloma. Such coverage decisions may 
create access issues for beneficiaries seeking treatment, particularly when that treatment 
would be delivered via a clinical trial.  

ASH has comments on several of the issues outlined in the reconsideration.  

•	 Number Four (Clarify the definitions of routine clinical care costs and 
investigational costs in clinical research studies including clinical trials): 
Investigators must understand the services that constitute routine care as opposed to 
those performed only to carry out the clinical trial. ASH and other organizations within 
the BMT community could provide guidance to CMS, sponsoring organizations, and 
investigators to clarify the distinction. 

•	 Number Eight (Clarify how items/services that do not meet the requirements of 
1862 (a)(1)(A) but are of potential benefit can be covered in clinical research 
studies as an outcome of the National Coverage Determination Process) and 
Number Nine (Clarify whether and under what conditions an item/service non-
covered nationally may be covered in the context of clinical research to elucidate 
the impact of the item or service on health outcomes in Medicare beneficiaries): 

ASH considers both items as pertaining to potential expansion of coverage in the context of 
clinical research. ASH believes that there are important services that may not yet have 
enough evidence based practice to be a covered benefit, but could still hold significant value 
to the patient. Allogeneic BMT for multiple myeloma is an important example.  A high-
priority trial funded by the National Institutes of Health (NIH) conducted through the BMT 
Clinical Trials Network is addressing the role of allogeneic BMT in treating multiple 
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myeloma. This important study is currently excluded as a Medicare benefit because 
allogeneic BMT for myeloma is not a covered benefit nationally.  ASH strongly 
supports coverage for deemed National Cancer Institute (NCI) studies as an 
important component for access both to current BMT therapy, and advancement in 
the field. We believe that Medicare coverage of these additional (currently) non-
covered benefits will help ensure the best possible care available. Additionally, 
regulatory changes should be implemented to allow consensus conferences between 
the granting agency and CMS to determine coverage in the context of clinical 
research. 

ASH strongly requests CMS to consider the potential impact their reconsideration of 
clinical trial policy will have on the Medicare population. Not covering efficacy studies 
has resulted in a lack of crucial efficacy data. Non-coverage policy leads to fewer 
Medicare beneficiaries undergoing needed BMT services. ASH would be pleased to 
work with CMS on developing clinical trial policy regarding BMT that may improve 
access to important therapies for Medicare beneficiaries while still capturing relevant 
data. Please contact Pamela Ferraro, ASH Practice Advocacy Manager, at 
pferraro@hematology.org or 202-776-0544 for more information. 

Sincerely, 

Samuel M. Silver, MD, PhD 
Chair, ASH Subcommittee on Reimbursement 
ASH CPT/RUC Representative 
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Barbara Washington Novartis Pharmaceuticals 
Vice President Health Policy Corporation 

701 Pennsylvania Ave., Ste 725 
Washington, DC 20004 
One Health Plaza 
East Hanover, NJ 07936-1080 
USA 
Tel 202-662-4378 
Fax 202-628-4763 
E-Mail bonnie.washington 
@novartis.com 
www.novartis.com 

August 9, 2006 

BY ELECTRONIC DELIVERY 

Mark McClellan, M.D., Ph.D., Administrator  
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Room 445-G 
Hubert H. Humphrey Building 
200 Independence Avenue, SW 
Washington, DC 20201 

Re: 	 Comments on the Coverage with Evidence Determination Draft and on the NCA 
Tracking Sheet for Clinical Trial Policy (CAG-0071R) 

Dear Administrator McClellan: 

Novartis Pharmaceuticals Corporation appreciates this opportunity to comment on the above-
referenced draft policies. The first is the guidance for national coverage determinations with 
data collection as a condition of coverage, known as “Coverage with Evidence Development” 
(CED), issued by the Centers for Medicare and Medicaid Services (CMS) on July 12, 2006.  
Novartis is interested in working with CMS to accept voluntary data registries run by outside 
professional organizations as a data collection tool for assistance in making coverage 
decisions.  In this comment, Novartis focuses specifically on the application of CED to new 
therapies for age-related macular degeneration (AMD).  The second is CMS’ Tracking Sheet 
regarding the development of a Clinical Research Policy (CRP) as a reconsideration of its 
national coverage decision (NCD) on Medicare coverage of clinical trials (CAG-00071R). 
Novartis supports CMS’ desire to cover routine clinical costs for Medicare beneficiaries in 
approved clinical trials. Novartis believes that this will ultimately increase participation in 
clinical trials, and both speed innovation and increase access to innovative therapies. We do 
urge CMS, however, to deem industry-sponsored trials to meet criteria 5 on the list of 
“desirable characteristics” for clinical trials, which requires that the trial be sponsored by a 
credible organization capable of implementing the trial successfully. 

The Novartis Group is a global leader in pharmaceutical research, development, and 
manufacturing in multiple therapeutic areas, including oncology, ophthalmics, transplantation, 
and cardiovascular disease.  Novartis has a significant research interest in the CED guidance 
because it is currently involved in marketing Visudyne (verterporfin for injection) for the 
treatment of AMD. Novartis has already developed a comprehensive patient data registry for 
AMD therapy with the goal of enhancing clinical management of AMD patients through the 
collection and development of high-quality outcome data.  Novartis would like to collaborate 
with CMS and other stakeholders to expand the registry and to maximize its clinical impact.  
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Finally, Novartis strongly believes that any registry data that is made available to the public 
should be de-identified and protect patient privacy. 

CED Relies on the Stakeholder Initiative and Participation  

Since CMS issued its draft guidance on CED in April 2005, the agency and stakeholders have 
gained experience implementing several CED coverage decisions, including data registries for 
implantable cardiac defibrillators (ICD), positron emission tomography (PET) for oncologic 
indications, and a clinical trial for off-label uses of certain anti-cancer agents.  CMS’s revised 
guidance document reflects its experience with these early CED initiatives.  In particular, the 
agency has made clear that that it does not intend to fund, “routinely develop, oversee, or 
maintain these databases or registries that contain information about provision of an item or 
service.”  As a result, most of the logistical, administrative and financial support for data 
registries will have to come directly from stakeholders. 

Novartis believes that the CMS guidance affords an important opportunity to expand the 
current CED framework to include data registries sponsored by independent third parties.  
Indeed, as an alternative to agency-funded and administered data collection, CMS encourages 
stakeholders—including manufactures, healthcare providers and facilities, professional 
societies, foundations, and health plans—“to work together to provide additional support for 
data collection efforts.” The guidance further recommends that in order “to ally the cost of 
data collection,” whenever feasible CED should “take place in the context of an existing data 
system.”   

Novartis proposes to do exactly this by collaborating with manufacturers, patient groups, 
professional societies, and CMS to expand the scope on its existing InSight Registry and by 
conforming the registry’s data collection process to CED-sanctioned principles.     

Expanded Data Collection for AMD 

Novartis would like to work with CMS and other stakeholders to develop an AMD data 
registry that is fully consistent with CMS policy guidance on CED.  The AMD data registry 
would build on the current industry-sponsored InSight Registry, which could be modified to 
meet the evidence needs of CMS, other payers, clinicians, and patients.  The AMD Registry 
would be supported by major companies involved in research and development of AMD 
treatments, as well as the broader clinical community and patients’ organizations.  Operational 
support, governance, oversight, and data collection and analysis would be provided by an 
independent, disinterested organization. 

In particular, CMS has stated that it will only accept data that can inform the agency’s 
determination of whether a given item or service is reasonable and necessary for purposes of 
Medicare coverage and which was collected subject to “qualified scientific oversight, tested 
and validated data collection methods; adequate patent safety and monitoring; qualify 
assurance and data protection and appropriate human subject projects.”  Novartis understands 
that AHRQ is drafting a report on data registries, and urges that CMS affords the public an 
opportunity to comment on the standards for registry design.  Novartis looks forward to 
continuing to work with CMS and other stakeholders in the coverage of age-related macular 
degeneration.  The principles in the AHRQ report will be helpful for designing and 
implementing the expanded AMD registry. 
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Background on The InSight Registry 

The clinical management of AMD is undergoing revolutionary changes.  The emergence of 
new drugs and treatment strategies has shifted the ultimate goals of therapy from merely 
preventing vision loss to actually restoring visual acuity (VA).  The increasing availability of 
multiple therapeutic options that work through a variety of biologic mechanisms have raised 
important new questions for practitioners about the optimal sequence and combination of 
treatments. Retinal specialists are keenly interested in experimenting with new approaches to 
treatment for the benefit of their elderly patients.  Providers, payers, patients, and 
manufacturers share the goal of continuing to develop high quality evidence on the benefits, 
risks, and costs of alternative treatment regimens for AMD.    

The InSight Registry is an observational web-based database involving 150 community 
practices and academic centers and was launched by Novartis in 2005.  The design of the 
registry was guided by a special Oversight Committee comprised of leading retina specialists.  
InSight collects data for all pharmaceutical treatments for AMD actually used by the 
participating practices, regardless of whether the treatments are in- or out-of-label and does 
not employ patient exclusion criteria.  The purpose of the InSight Registry is to identify and to 
bridge knowledge gaps in real world patterns of care.  To that end, it collects outcomes data on 
alternative treatment regimens, including combination therapies chosen by the practitioners, as 
well as data on vision-related quality of life and function measurements. 

Specifically, the registry collects data on each patient’s clinical condition (including legion 
type, size and location, as well as VA); treatment regimen (including initial treatment, re-
treatment, and changes in therapy); drug choices (including the clinician’s basis for a 
particular therapeutic regimen, doses and route of administration); imaging techniques (such 
as fluorescein angiography (FA), ocular coherence tomography (OCT), and indocyanine green 
angiography (ICGA)); and clinical outcomes data. 

Registry Data Should be De-identified to Protect Patient Privacy 

Novartis wishes to place special emphasis on the importance of vigorously protecting the 
privacy of patients whose data is submitted to CED registries.  Novartis supports the public 
dissemination and use of outcomes data but believes that registries must incorporate 
protections of patient confidentiality. In the guidance document CMS details the 
circumstances under which the public may gain access to registry data by entering into a data 
use agreement with CMS.  Novartis strongly believes that any data released to the public 
should be de-identified to protect patient confidentiality. Registries that do not de-identify 
patient data risk limiting the number of patients and physicians who agree to participate in a 
study.  CMS should issue additional detailed guidance on the protection of patient privacy in 
the context of disseminating registry data. 

Coverage of Clinical Trials is Another Important Aspect of Evidence Generation 

Novartis is pleased that CMS has begun to finalize its policy surrounding the June 7, 2000,  executive 
memorandum concerning coverage of routine patient care costs associated with Medicare beneficiary 
participation in clinical trials.  Coverage of routine clinical costs for Medicare beneficiaries in 
approved clinical trials will have multiple beneficial effects: 1) it should help increase Medicare 
beneficiary participation in clinical trials - given that Medicare beneficiaries are often underrepresented 
in clinical trials, this should help increase the data needed to understand the benefits of various medical 
interventions in the senior population; 2) it will help speed access to new and innovative medical 
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interventions to the Medicare populations; and, 3) it will help increase innovation in the development 
of medical procedures, drugs, and devices used to treat conditions affecting the Medicare population. 

Our one comment concerns the “desirable characteristic” of the clinical trials (number 5 on the list): 
“The trial is sponsored by a credible organization…capable of executing the proposed trial 
successfully.”  We urge CMS to include industry-sponsored trials under this characteristic (provided, 
of course, the specific trial meets the other needed characteristics). Trials conducted under the direction 
of industry are generally well-designed, monitored, and subject to expert data analysis. Industry-
sponsored trials often allow for the enrollment of larger populations than trials conducted by 
individuals or small groups.  Generally speaking, the only trials that can compare in total resources are 
those sponsored by government entities (which are already “deemed”) and academic-sponsored trials 
(although here funding constraints often necessitate academic centers to turn to government or industry 
funding). 

In addition, we urge CMS to allow on-label post-marketing trials as well as non-registration trials 
designed to study off-label uses of drugs. By allowing industry-sponsored trials to be deemed eligible 
for coverage of routine clinical care costs, CMS will truly be aiding in increased access to therapies for 
Medicare beneficiaries and also supporting the development of new, innovative therapies.  

We look forward to working with you as CMS implements these new coverage policies. 

Very truly yours, 

Bonnie Washington 

cc:	 Steve Phurrough, M.D. (Director, Coverage and Analysis Group) 
Ross Brechner, M.D., M.S., M.P.H. 



 
 

 
 

 

 
 

 
    

  
   

 

    
 

 

CMS Seeks Comments on Reconsideration of the National Coverage Decision for 
Clinical Trial Policy 

Thank you for inviting comment on the reconsideration by CMS of its national coverage 
decision on the Clinical Trial Policy.  We appreciate the opportunity to provide input 
because this reconsideration will have important direct and indirect repercussion for 
Health Plans and for the membership they serve. 

The proposed Clinical Research Policy has three stated goals: 

1) to allow Medicare beneficiaries to participate in research studies; 
2) to encourage the conduct of research studies that add to the knowledge  
     base about the efficient, appropriate, effective, and cost-effective use of 
     products and technologies in the Medicare population, thus improving 
     the quality of care that Medicare beneficiaries receive; and, 
3) to allow Medicare beneficiaries to receive care that may have a health
     benefit, but for which evidence for the effectiveness of the treatment or 
     service is insufficient to allow for full, unrestricted coverage.” See NCA 
Tracking Sheet for Clinical Trial Policy (CAG-00071R) 

The present Clinical Trial Policy from 2000 directs Medicare to pay for the routine costs 
of beneficiaries enrolled in certain clinical trials and requires the trials to be approved by 
CMS prior to reimbursement.  Each of these trials begins with a basic question: 
“Do the potential benefits of the proposed service outweigh the potential harm?”  The 
goal of each trial is to learn whether or not a service works and whether or not it is safe.  
Mayo Clinic has stated that about 20 percent of treatments successfully make their way 
through the three clinical trial phases and are ultimately approved, becoming standards of 
care. (MayoClinic.com Tools for healthier lives).  In other words, 80% of clinical trials 
do not result in approved therapies, either falling short in demonstrated benefit, safety or 
both. Thus, participants in these trials can be said to be making a sacrifice because 
research trials are geared toward benefiting future patients while those who participate in 
early studies of a treatment may not personally benefit at all or worse, may be harmed.  
We are concerned that a relaxation of scientific rigor underlying Medicare-supported 
research studies could have the unintended consequence of lowering the track record of 
20% of treatments that are ultimately approved and increasing the risk to research study 
participants. 

Ten issues were identified that have surfaced since the Clinical Trial Policy was 
implemented.  Number eight is “Clarify how items/services that do not meet the 
requirements of 1862(a)(1)(A) but are of potential benefit can be covered 
in clinical research studies as an outcome of the National Coverage 
Determination process;” 

1862(a)(1)(A) states that no Medicare payment shall be made for items or services which 
are not reasonable and necessary for the diagnosis or treatment of illness or injury.  The 
proposal that by merely demonstrating the potential for benefit, items or services could be 
covered despite not meeting the requirement of 1862(a)(1)(A) invites a serious 



 

 

 

 

 

 

 

 

 

 

 

degradation of an evidence-based approach to coverage determinations.  When coverage 
determinations have strayed from an evidence-based rationale, there have been 
unfortunate outcomes.  For example, the decision to mandate coverage for bone marrow 
transplants for women with breast cancer appears to have resulted in a failure to improve 
survival in the recipients while exposing them to the toxicities related to this aggressive 
and costly treatment.  Prior to learning that several clinical trials failed to show a survival 
benefit, there was the “potential for benefit.”   

We welcome CMS scrutiny of the current Clinical Trial Policy because we believe there 
are opportunities to benefit our Members that should be supported and pursued.   

1. We would like to see a priority placed on isolating which particular patients benefit 
from drugs or proposed therapies and which do not.  An example of this done well is 
Herceptin (tratuzumab).  Women with breast cancer positive for the Her-2/neu gene are 
candidates for Herceptin and are most likely to benefit from the treatment.  Those with 
breast cancer negative for Her-2/neu should not receive Herceptin because they would 
not be expected to benefit and would thus avoid the toxicities related to the treatment.  
Unfortunately, once a therapy has shown benefit for patients suffering from a disease 
state, there isn’t the pursuit to find the subset of patients who most benefited and those 
who didn’t benefit. This sort of inquiry usually takes place only when a therapy fails to 
demonstrate a significant benefit across a broader group of patients (e.g. Iressa).   

2. We see the need for more active pursuit of reliable biological markers of disease and 
their use in defining the treatment population.   

3. There is an important need for long-term data.  This would allow for meaningful 
clinical endpoints such as overall survival instead of the sometimes misleading surrogate 
markers that are used.  This would also permit enhanced discovery of toxicities related to 
treatment (e.g. Vioxx).   

Thank you for the invitation to comment on the Reconsideration of the Clinical Trial 
Policy. 

Geisinger Health Plan 
100 North Academy Ave 
Danville, Pa 17822-3020 

Bret Yarczower MD 
Medical Director 
(570) 271-8775 
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