
 

February 5, 2009 

 

 

Via Electronic Mail to CAGinquiries@cms.hhs.gov  

 

Steve E. Phurrough, MD, MPA 

Director, Coverage and Analysis Group 

Centers for Medicare & Medicaid Services 

Mail Stop C1-09-06 

7500 Security Boulevard 

Baltimore, Maryland  21244 

 

Re: Proposed Decision Memo for Positron Emission Tomography (FDG)  

for Solid Tumors (CAG-00181R) 

 

On behalf of the American Society of Clinical Oncology (ASCO), I am pleased to 

provide these comments to the Centers for Medicare & Medicaid Services (CMS) on 

the proposed decision memorandum (CAG-00181R) involving the use of positron 

emission tomography (PET) for solid tumors. 

 

ASCO is the leading medical society in the United States for physicians involved in 

providing clinical care to individuals with cancer and conducting research that leads 

to improved patient outcomes.  We are committed to ensuring that evidence-based 

practices for the prevention, diagnosis and treatment of cancer are available to all 

Americans, including Medicare beneficiaries.  We support continued access to PET 

scans for Medicare beneficiaries who have cancer and appreciate the opportunity to 

comment on CMS’ proposed policy.   

 

ASCO participated in development of the National Oncologic PET Registry (NOPR) 

and was pleased to publish the initial results from NOPR in our flagship journal, the 

Journal of Clinical Oncology.
1
 As you know, study results showed that for initial 

staging, PET altered the planned intervention in 36% of the cases.  We understand 

this information, as well as other data, provided the basis upon which CMS has 

proposed coverage of PET as part of initial treatment planning.  ASCO supports this 

proposal.   

 

For all cancers except breast cancer, CMS proposes to cover PET scans used for 

subsequent scans only under the coverage with evidence development (CED) policy.  

This proposal is based on the agency’s determination that there is insufficient 

evidence to warrant coverage of these scans. However, we encourage CMS to review
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additional published data on PET such as the recent article in Cancer that shows information from PET 

scans conducted for treatment monitoring altered treatment decisions in 49% of cases.
2
  This is clearly 

comparable to the level of change reported following initial staging scans.  In light of these newly 

published data, it seems inconsistent to judge initial PET scans worthy of coverage, but restrict 

subsequent scans to the CED framework as proposed.   

 

If CMS ultimately determines that subsequent scans will continue to be covered only under the CED 

policy, then it is imperative that the final provisions are implemented in a manner that assures continuity 

of care—as well as coverage—for patients. Patient access to PET scans should be maintained throughout 

the transition to any new CED framework. 

 
ASCO has serious concerns with the proposed provision that would impose thirteen criteria clinical trials 

involving PET.  ASCO objects to imposition of these criteria and strongly recommends their deletion 

from this coverage policy.  CMS proposed these same criteria in 2007 as part of its consideration of a new 

national coverage determination for all clinical trials.  Based on comments received from the public, the 

agency excluded these provisions from its final policy (see Decision Memorandum for Clinical Trial 

Policy, CAG-00071R2).  The rationale for their inclusion in the proposed coverage for PET scans is 

unclear. 

 

We have attached the comments ASCO submitted in 2007 in response to the second reconsideration of 

the clinical trials policy (CAG-00071R2).  Many other organizations submitted similar comments. The 

criteria are overwhelmingly subjective, are duplicative of many existing rules and regulations, and 

represent significant administrative burden.  In short, they are unworkable in practice.  Our earlier 

comments warned that adoption of these criteria would have an adverse impact on accrual of seniors to 

cancer clinical trials.  Their inclusion in this proposed policy would, likewise, represent an unnecessary 

and adverse impact on accrual of Medicare beneficiaries to clinical trials involving CED for PET scans.   

We commend CMS for withdrawing the proposed 13 criteria from the national policy on clinical trials in 

2007, and we strongly urge CMS to refrain from using these same criteria within the PET scan policy or 

any other CED policy.   

 

We value our longstanding and collaborative relationship with CMS, and we hope that you and your 

colleagues at CMS and other federal agencies will continue to rely on ASCO as a resource for issues 

involving the interpretation of scientific data and the standards of clinical practice for preventing, 

diagnosing and treating cancer.  Please contact Deborah Kamin, Ph.D., Senior Director of Cancer Policy 

and Clinical Affairs, at (571) 483-1610 or deborah.kamin@asco.org with questions or requests for 

information.   

 

Sincerely, 

 

 
 

Allen S. Lichter, MD 

Chief Executive Officer 
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