
    
 

April 12, 2013 

 

Louis B. Jacques, MD 

Director, Coverage and Analysis Group 

Centers for Medicare & Medicaid Services 

7500 Security Blvd 

Baltimore, MD 21244 

 

RE: Proposed Decision Memorandum for Position Emission Tomography (FDG) for Solid 

Tumors (CAG-00181R4) 

 

Via Electronic Delivery 

 

Dear Dr. Jacques: 

 

The American Society for Radiation Oncology (ASTRO) and the American Society of Clinical 

Oncology (ASCO) appreciate the opportunity to comment on the proposed National Coverage 

Determination (NCD) by the Centers for Medicare & Medicaid Services (CMS) National 

Coverage Analyses (NCA) on Positron Emission Tomography (FDG) for solid tumors (CAG-

00181R4).  

 

Background on ASTRO and ASCO 

ASTRO is the premier radiation oncology society in the world, with more than 10,000 members 

who are physicians, nurses, biologist, physicists, radiation therapists, dosimetrists and other 

health care professionals that specialize in treating patients with radiation therapies. As the 

leading organization in radiation oncology, the Society is dedicated to improving patient care 

through professional education and training, support for clinical practice and health policy 

standards, advancement of science and research, and advocacy. ASTRO publishes two medical 

journals, International Journal of Radiation Oncology, Biology, Physics (www.redjournal.org) 

and Practical Radiation Oncology (www.practicalradonc.org); developed and maintains an 

extensive patient website, www.rtanswers.org; and created the Radiation Oncology Institute 

(www.roinstitute.com), a non-profit foundation to support research and education efforts around 

the world that enhance and confirm the critical role of radiation therapy in improving cancer 

treatment. To learn more about ASTRO, visit www.astro.org. 

 

ASCO is the national organization representing over 30,000 physicians and other healthcare 

professionals specializing in cancer treatment, diagnosis, and prevention. ASCO members are 

dedicated to treating patients and conducting research that leads to improved patient outcomes, 

and we are committed to ensuring that evidenced-based practices for prevention, diagnosis, and 

treatment of cancer are available to all Americans, including Medicare beneficiaries. 

 

Proposed Decision A 

We support proposed decision A to remove evidence development requirements for F
18

 

fluorodeoxyglucose positron emission tomography (FDG PET) scans, a recommendation that 

will reduce the burden of data collection and thus allow patients to more readily receive the 

benefits of this sophisticated imaging tool in treatment management.  

 

http://www.redjournal.org/
http://www.practicalradonc.org/
http://www.rtanswers.org/
http://www.roinstitute.com/
http://www.astro.org/
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Imaging is an integral part of the diagnosis, initial staging, treatment evaluation and 

management, and restaging of patients with cancer. FDG PET scans effectively complement and 

address the limitations of other imaging tools by increasing the sensitivity and specificity of 

cancer staging to 83% and 91%, respectively, as compared to 64% and 74% for CT scans alone 
1
. 

By providing visual illustration of tissue metabolic activity, PET scans assist physicians in 

determining the extent of cancer and its activity, thus supplying physicians with the necessary 

data to make informed decisions regarding patient treatment. This has been demonstrated by a 

number of studies and in the extensive evaluation by the National Oncologic PET Registry 

(NOPR) of over 250,000 cases. Data collected through NOPR over the past seven years supports 

the conclusion that FDG PET is both a reasonable and necessary tool for all uses with the 

exception of surveillance, and thus we conclude should be covered by Medicare benefits as such. 

ASTRO and ASCO agree with CMS that there is sufficient evidence to demonstrate the benefits 

of PET and accordingly remove CED requirements.  

 

Proposed Decision B 

We disagree with and do not support the proposed limit of one FDG PET scan after completion 

of “initial anticancer therapy” for all solid tumors, with the exception of prostate cancer which 

would be non-covered.   

 

If enacted, this proposed decision will significantly impair the ability of physicians to effectively 

monitor patient responses to treatment and modify therapies as necessary, adversely impacting 

patient care. This proposal is not reflective of the state of clinical practice or the nature of cancer, 

which frequently requires retreatment. Indeed, for many cancers, two or more lines of therapy 

are approved by the FDA and constitute the standard of care. If the rule were to go into effect, it 

would disadvantage patients for whom initial cancer therapy is ineffective by denying them 

access to an accurate and effective tool to identify persistent or progressive disease.  

 

Advances in oncology have extensively expanded the treatment options available to patients. For 

this reason, reevaluation of patients is required at multiple steps throughout a patient’s care, 

including after a treatment is complete, to assess the efficacy of treatment and determine whether 

additional treatment is necessary or what the optimal course of follow-up may be. PET imaging 

provides necessary information to allow physicians to assess the need for subsequent therapy and 

thus reduce the utilization of potentially ineffective or unnecessary treatments for that patient.  

 

Numerous examples exist to support this point of view but only a few are detailed here. A 

randomized trial of patients with colorectal liver metastases demonstrated that FDG PET scans 

provided physicians with the ability to assess the utility of metastatectomy and thus reduced 

futile laparotomies by 17% 
2
. Within the field of radiation therapy, PET scans allow physicians 

treating patients with advanced non-small cell lung cancer to increase total radiation dose to the 

appropriate sites, reduce exposure to the lungs and esophagus – often the dose-limiting organs 

for radiation dose escalation – and thus significantly increase the probability of tumor control 

while reducing the risk of injury to normal tissues 
3
. The one-scan rule would deny individuals 

with a recurrent liver or lung metastasis access to the benefits of appropriate PET-guided 

therapy: either to determine applicable surgical or radiation therapies respectfully. For patients 

with high-risk metastatic breast cancer, it was determined that FDG PET scans can act as an 

early predictor of the effectiveness of the first cycle of chemotherapy, thus enabling physicians 

to avoid persistent use of ineffective chemotherapy regimens 
4
. FDG-PET scans post-radiation 

therapy for head and neck squamous cell carcinomas provide physicians with valuable 
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information as to whether a neck dissection is necessary after the completion of radiotherapy
 5, 6

. 

Other examples of the effectiveness of PET scans in treatment management can be found in 

disease sites as diverse as diffuse large B cell lymphoma 
7
, esophageal cancer 

8
 and 

neuroendocrine tumors 
9
.  Patients for whom the first-line of therapy was unsuccessful and for 

whom subsequent PET scans would be non-covered under the proposed decision, could 

potentially undergo unsuccessful and costly procedures with possible harmful side-affects. PET 

imaging can be predictive of therapy outcome, measure the response rate of treatment, and 

consequently guide physicians to appropriate action in the event of recurrence.  

 

As these examples demonstrate, treating cancer typically requires multiple modalities such as 

surgery, chemotherapy and radiation therapy. In addition, it is the unfortunate reality that cancer 

often requires multiple lines of treatment due to the failure of the initial therapy to adequately 

control the disease. Overall, we believe that the one-scan limit inherently contradicts the reality 

of cancer treatment which frequently requires multiple specialties to treat patients for persistent 

or recurrent disease over long periods of time and limits the flexibility of physicians to provide 

truly personalized cancer care. 

 

While ASTRO and ASCO understand the need to curtail excess utilization of PET scanning that 

does not inform important clinical decision-making, a national limit is not the appropriate 

manner in which to do so. The proposed limit is unwarranted and would unnecessarily target all 

physicians and patients with almost all cancer types uniformly. A policy as generalized and 

stringent as the one proposed sends the public and Medicare Administrative Contractors (MACs) 

an inappropriate message that one scan post treatment should be the standard. An indiscriminate 

policy of this nature does not allow for the variation necessary to treat different disease sites and 

to individualize patient care. It is our fear that MACs will be blinded by the overall impression of 

the policy – that one scan is universally sufficient for patient care management after the 

completion of treatment – and deny all requests for additional scans.  

 

In addition, we anticipate that the proposed limit will create significant clerical complications for 

MACs, providers and patients. MACs will be inundated with appeals or requests for additional 

PET scans, generating a considerable administrative burden. This could cause inappropriate 

delays or denial of requests, resulting in reduced quality of patient care. There is also a strong 

likelihood of wide discrepancies between local coverage standards.  Furthermore, the 

administrative burden would also be placed on physicians and their staff to process numerous 

forms from the beneficiaries. But the most troublesome potential effect of this policy could be 

that patients who need additional PET scans will decline the procedure for fear of the financial 

consequences of signing the Advance Beneficiary Notice of Noncoverage (ABN). This 

unintentional outcome could result in the underutilization of a beneficial imaging tool that 

improves treatment management and patient outcomes. Additionally, this could significantly 

impact the already existing health disparities in cancer treatment referenced in the proposed 

decision. 

 

It is our proposal that the one FDG PET scan limit be removed from the proposed national 

coverage determination policy and replaced with national coverage. MACs retain their right to 

impose frequency limits through Medically Unlikely Edits (MUEs) or Local Coverage 

Determinations (LCDs). Providing national coverage would offer beneficiaries the necessary 

medical advantages of PET scans and be compatible with the complexity of treating recurrent 

cancers. In the final policy, CMS could recommend a reduction in extensive utilization of FDG 
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PET for surveillance without discrediting the advantages of utilizing such scans for assessing and 

managing recurrent disease.  

 

Proposed Decision C 

We support the proposed decision C to exclude FDG PET for beneficiaries with cancers of the 

prostate from Medicare coverage nationally. This recommendation reflects the clinical reality 

that unlike other imaging modalities, FDG PET is not an important tool in the management of 

patients with prostate cancer. 

 

Summary 

ASTRO and ASCO support the removal of CED requirements for FDG PET scans but oppose 

the limit of one scan post initial treatment. If there were a national one-scan limit imposed, there 

would be confusion among various specialties as to what was considered the “initial anticancer 

therapy” and an abundant amount of administrative burden would be put on MACs, physicians 

and patients. In addition, the one-scan limit could increase the utilization of futile costly 

therapies and reduce the effectiveness of radiation therapy. All in all, the proposed limitation on 

FDG PET scans will adversely impact patient care, particularly for patients who require 

additional treatment following failure of the first line of anticancer therapy. We hope CMS 

reconsiders the one-scan rule and replaces the limitation with national coverage. In addition, we 

request that the proposed termination date of NOPR data collection requirements occurs in 

conjunction with the effective date of the final NCD. This will hopefully reduce confusion for 

providers and smooth the transition from CED requirements to national coverage.  

 

We thank you for your consideration of these comments. 

 

Sincerely,  

 

 

 
 

Laura I. Thevenot 

ASTRO, Chief Executive Officer 

 

 

 
 

Allen S. Lichter, MD 

ASCO, Chief Executive Officer  
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