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DANA ROHRABACHER 
46th District. Cslifornia 

FOREIGN AFFAIRS 
Ranking Republican. Subcommittee on 

.Intematlonal Organizations. Human 
Rights and Oversight 

Subcommittee on 
Asia. the Pacific. and 

the Global Environment 

QCongte~~ of tbe ~niteb ~tate~ 
~ouse of i\epresentatibes 

SCIENCE AND TECHNOLOGY 

Subcommittee on 
Spaco and Aeronautics 

Subcommittee on 
Investigations and Oversight 

Dr. Donald Berwick, MD 
Administrator 

July 29,2010 

Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building 
200 Independence Ave., SW 
Washington, DC 20201 
Via facsimile: (202) 690-8168 

WASHINGTON OFFICE: 

2300 Rayburn House Office Building 
Washington. DC 20515-ll546 

(202) 22&-2415 FAX: (202) 225-ll145 

DISTRICT OFFICE: 

101 Main Str.at, Suite 380 
"untington Soach. CA 9264S-il 18 

(714) 96~483 FAX: (714)960-7806 

South Bay: 1310)377-9493 

http://rohrabacher.house.gov 

RE: National Coverage Analysis for Autologous Cellular Immunotherapy Treatment of 
Metastatic Prostate Cancer (CAG-00422N) 

Dear Dr. Berwick, 

I respectfully request the Centers for Medicare and Medicaid Services' careful 
consideration of inquiries for a national coverage determination pertaining to a Sipuleucel T 
treatment called Provenge. A uniquely effective prostate cancer treatment, Provenge is FDA­
approved and manufactured by an American biotechnology company called Dendreon. 

As the available literature regarding Provenge attests, this treatment is a significant 
alternative to chemotherapy for those people battling prostate cancer. Dendreon, which was 
founded in California in 1992, is constructing a production facility for this treatment in Seal 
Beach, California, which will be a welcome partner in my district's economy. 

Thank you for your attention to this matter. I trust you will keep this information in mind 
as you weigh the relevant evidence as to whether Provenge is reasonable and necessary under 
sections 1862(a)(1)(A) and/or 1862(a)(1)(E) of the Social Security Act. 

Sincerely, 

D.r-
Dana Rohrabacher 
Member of Congress 

IR#3 000002



DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop C1-09-06 
Baltimore, Maryland 21244-1850 

AUG 3 0201 

Patti A. Davenport 
Government Relations Liaison 
Alabama Cancer Congress 
8805 N. 145th East Ave. (Suite 203) 
Owasso, OK 74055 

Dear Ms. Davenport: 

CENTEIIS frJr MEDICAIIE. MEDICAID SEIMCES 

Thank you for your letter on behalf of Stephen L. Davidson, M.D. to the Administrator 
regarding Dendreon Corporation's PROVENGE® product. Dr. Davidson believes that 
since PROVENGE®is approved for marketing by the Food and Drug Administration, 
CMS does not have the authority the deny coverage for labeled indication. 

Shortly after Dendreon was given FDA approval to market PROVENGE® it was being 
covered on a case-by-case basis by some local Medicare administrative contractors. We 
became aware of differences in coverage policy across contractors as well as questions 
about whether this cellular immunotherapy would most appropriately be classified as a 
drug for Medicare purposes. We had also received several inquiries on this subject from 
members of Congress or their staffs. 

These factors contributed to CMS' decision to open a NCA, a comprehensive review of 
the clinical evidence that leads to a national coverage determination (NCD). This is 
consistent with Section 1862(1) of the Social Security Act governing Medicare's national 
and local coverage determination processes, which implies that NCDs should be 
considered to promote greater consistency in coverage across local contractors. While 
our analysis is progressing, local contractors retain their statutory authority to cover or 
not cover PROVENGE® within their jurisdictions. Upon publication of the NCD they 
must all comply with the national policy. 

IR#3 000003



Page 2 cont. Patti A. Davenport 

Based on the statutory time frames we expect that the proposed decision will be 
published on the CMS website by March 30, 2011 and that the final decision will be 
published no later than 60 days after the close of the public comment period on the 
proposed decision. We appreciate your interest in this issue. 

Louis Jacques, 
Director 
Coverage and Analysis Group 
Office of Clinical Standards and Quality 

IR#3 000004



Untitled Document 

CENTERS FOR MEDICARE AND MEDICAID SERVICES 

Doc ID: 

Corr. From: 

On Behalf Of: 

Letter Date: 

Subject: 
Synopsis: 
Primary Issues: 

Program Office 
Assigned: 

Correspondence Cover Sheet 

082320104040 Date Due: 

Patti Davenport Task Date: 

7/29/2010 Folder Created: 

Provenge National Coverage Analysis 
Provenge National Coverage Analysis 
Medicare Coverage 

8/23/2010 

Action Required: Direct Reply Signature Level: Div Dir Sig 

Coordinator: Linda Howard Data Entry By: Brenda McCray 

Instructions: None 

Page 1 of 1 

Please send your responses to the Office of Strategic Operations and Regulatory 
Affairs. 

https://swift.cms.hhs.gov/swift/wds/css.asp?OSNum=082320 1 04040&DocTypeID=11 0&... 08/23/2010 
IR#3 000005

https://swift.cms.hhs.gov/swift/wds/css.asp?OSNum=082320


Clark, Apryl C. (CMS/OP) 
O~23 7.f)ID~'Io~ 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Patti Davenport [patti@mjexecmgmt.com] 
Thursday. July 29.20105:52 PM 
Berwick, Donald (CMS/OA) 
FW: Provenge Commentary 
Provenge ACC.pdf 

R E! 0 

AUG 1 U 2010 
OSORA, DIVISION 

OF CORRESPONDEhlCE 

Dr. Berwick - attached please find a copy of Dr. Stephen L. Davidson's eMS commentary 0~1Wo~~rfJ~.ENT 

Sincerely, 

'P~ a. ~~~-c:t 
Government Relations Liaison 
Alabama Cancer Congress 

On behalf of Stephen L. Davidson, M.D. 
President, Alabama Cancer Congress 

8805 N. 145th East Ave. (Suite 203) 
Owasso, OK 74055 

Ph (918) 274-8374 
Fx (918) 274-8354 

Confidentiality Notice: This message and the accompanying document or attachments may contain information 
which is privileged and/or confidential. If you are not the intended recipient, you may not review, discuss, 
disclose, copy, or distribute the contents of this message. If you have received this information in error, please 
immediately contact 918-274-8374 and destroy all evidence of this correspondence. Thank you. 

1 
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Alabama Cancer Congress 
------* -

Education. Adv()(:acy & Communit\ 

7/29/10 

Donald Berwick, M.D., Administrator 
Centers for Medicare & Medicaid Services 
Donald. BerwickOCMS.hhs.gov 

Dear Dr. Berwick, 

Now that Provenge has been cleared by the FDA, eligible patients are understandably anxious to 
have access to it. CMS' National Coverage Analysis has the potential to delay treatment to patients 
with little to no options left in their fight against prostate cancer. Provenge is FDA approved; there is 
no legal or medical basis to deny Medicare coverage for the approved FDA indication. Provenge has 
shown a clear survival advantage over chemotherapy with a much lower side effect profile. 
Provenge also reduced the risk of death by 22.5 percent compared to the control group. 1bis new 
bioengineered targeted therapy has a median survival of 25.9 months, and a 3-year survival rate of 
34.1 %. This is a clear benefit over standard care. Those that feel the price is not justified by the 
incremental survival are not factoring in the quality of life aspect. Provenge side effect profile 
includes flu-like symptoms. Plus, many of the study subjects are still alive today. 

Customized treatment is the way of the future. My hope is that CMS does not choose to delay or 
impede access to this new innovative therapy. 

Sincerely, 

Stephen L. Davidson, MD 
President, Alabama Cancer Congress 
Montgomery Cancer Center 
4145 Carmichael Road 
Montgomery, AL 36106 

PH: 334 273-7000 
FAX: 334 273-2282 

IR#3 000007
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~A~sh~b~y~.L_o_r~iM __ .(~C_M_S_IO_C_S_Qi_) ____________   __________ __ 

From: 
Sent: 
To: 

Jacques, Louis 8. (CMS/OCSQ) 
Friday, September 03, 2010 10:50 AM 

 
Subject:  

Dear Dr. DiBenedetto: 

Thank you for your email to the Administrator regarding the national coverage analysis (NCA) for Autologous Cellular 
Immunotherapy Treatment of Metastatic Prostate Cancer (CAG-00422N) that includes PROYENGE®. 

Shortly after Dendreon was given FDA approval to market PROYENGE® it was being covered on a case-by­
case basis by some local Medicare admini3trative contractors. We became aware of differences in coverage 
policy across contractors as well as questions about whether this cellular immunotherapy would most 
appropriately be classified as a drug for Medicare purposes. We had also received several inquiries on this 
subject from members of Congress or their staffs. 

These factors contributed to CMS' decision to open a NCA, a comprehensive review of the clinical evidence 
that leads to a national coverage determination (NCO). This is consistent with Section 1862(1) of the Social 
Security Act governing Medicare's national and local coverage determination processes, which implies that 
NCDs should be considered to promote greater consistency in coverage across local contractors. While our 
analysis is progressing, local contractors retain the:ir statutory authority to cover or not cover PROYENGE® 
within their jurisdictions. Upon publication of the NCO tl-1<;;:) must all comply with the national policy. 

We have posted a tracking sheet to announce the opening of the NCA. It is available on the CMS website at 
!lJ1J2s://ww~4.~!TI_§.,govl!1..!~_<J/vi~2~tras:king~heetas(2?id=247, and will be updated periodically. The first 30 day comment 
period ended on July 30, 20 10. Based on the statutory time frames we expect that the proposed decision will be published 
on the CMS website by March 30.20 II and that the final decision will be published no later than 60 days after the close 
of the public comment period on the proposed derision. We appreciate your interest in this issue. 

Louis B. Jacques, MD 
Director, Coverage & Analysis Group 
Office of Clinical Standards and Quality 
Centers for Medicare & Medicaid Services 
Mailstop C1-09-06 
7500 Security Blvd 
Baltimore MD21244 
(410) 786-4512 
(410) 786-9286 (FAX) 
Louis.Jacques@CMS.HfjS.GOV 
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Clark, Apryl C. (CMS/OP) 

From: 
Sent: 
To: 
Subject: 

Dear Dr. Berwick, 

Joseph DiBenedetto  
Tuesday, July 20.20   
Berwick. Donald (CMS/OA) 
Provenge National Coverage Analysis 

The following are my comments on Provenge. 

RECEIVED 

AUG 1 0 2010 

Provenge is a FDA approved therapy and the proposed course of action is inconsistent with the M.edicare 
statute in treating patients. Provenge has shown a clear survival advantage over standard chemotherapy, 
and the patientsexpedence'Tess side effects than the chemotherapeutic drugs available. There is no basis 
to deny Medicare coverage for the approved FDA indication. This is an anti-cancer treatment, not a 
vaccine and should not be confused with such. The proposed National Coverage Analysis could take 
several months and may delay treatment to our patients with cancer of the prostate. 

Respectfully submitted, 

Joseph DiBenedetto Jr., M.D. 

1 
IR#3 000010
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JEFF BINGAMAN 
NEW MEXICO 

ilnitrd ~tatrs ~rnatr 

Ms. Charlene Frizzera 
Acting Administrator 
Centers for Medicare and Medicaid Services 
200 Independence Avenue SW 
Room 314 G Humphrey Building 
Washington, District of Columbia 20201-000 I 

Dear Ms. Frizzera: 

August 24, 2010 

703 HART SENATE OFFICE BUILDING 
WASHINGTON, DC 20510 

(202) 224-5521 
IN NEW MEXICO-1-800-443-8658 

TOO (202) 224--1792 
senator .. ~bingaman@bingaman.senate.gov 

I have been contacted by my constituent,   , regarding his request for assistance in 
expediting the billing code of two new FDA ajJJ!JQy~dJr~atments, Provenge and Jevtana. 

\,,",-. __ ,,_~...-_.,,,,,,,_.~_-,¥~---.,;.I'# ' HC _ , "~~."0_""''''"_.'''~C'_~''''''''''_'''_.n~ 

Because of the desire of this office to be responsive to all inquiries, I would appreciate it if you would 
look into this matter and advise me of your findings so that I may respond to my constituent. Please send 
your response to the attention of Gabe Long at the address checked on the bottom of thi"i letter. 

Thank you for your assistance in this matter. 

JB/sgl 

PLEASE REPLY TO: 

625 SILVER AVENUE, SW, SUITE 130 
ALBUQUERQUE, NM 87102 
(505) 346-8601 

D 106-B WEST MAIN 
FARMINGTON, NM 87401 
(505) 325-5030 

Sincerely, 

Jeff Bingaman 
United St.ltes Senator 

D 148 LORETTO TOWNE CENTRE 
505 SOUTH MAIN, SUITE 148 
LAS CRUCES, NM 88001 
(575) 523-6561 

200 EAST 4TH STREET, SUITE 300 
ROSWELL, NM 88201 
(575) 622-7113 

~9 EAST MARCY, SUITE 101 
SANTA FE, NM 87501 
(505) 986-6647 

IR#3 000012
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JEFF BINGAMAN 
NEW MEXICO 

tlnittd i'tatrs i'rnatf 

703 HART SENATE OFFICE BUILDING 
WASHINGTON, DC 20510 

(202) 224-5521 
IN NEW MEXICO-l~0D-443-8658 

TOO (202)224-1792 
senator_bingaman@bingaman.senate.gov 

Due to the Enactment of the "Right to Privacy Act," it is necessary for you to 
complete and sign this form authorizing me and members of my staff to obtain the 
information needed to respond to your request for assistance. The information 
obtained will be only that which is relative to the problem you presented to my 
office. 

Date: Av6usr- 4 I 1...0 I 0 

Name:     

Addressi      

City:     

Telephone:   

Email:      

Zip Code:   

U.S. Senator Jeff Bingaman has my permission to make inquiries into my personal 
records and/or files as necessary to assist me in the matter I have presented to his 
office. 

Signature:      

Date of Birth:      

Socill/SecuritY NwnlJe        

Do you currently have a case pending before a local, state, of federal court in 
regard to this matter?: I\J 0 

--~----------~------------~----------------

Is another Congressional office assisting you in this matter?: ...... n.........,O'--l., _____ __ 

If so, whichoffice?:'lV't-h.cwt- :)ULt LeJ-Kt5fu sw.lAaaA/~ 6Jt1~ ,LAjctn 
b (,.()- h.cwe h,o t- rtcetved res ponses 4.v ~, 

PLEASE REPlY TO: 

o 625 SilVER AVENUE. SW. SUITE 130 0 148 lORETTO TOWNE CENTRE 0 P.O. BOX 1911 0200 EAST 4TH STREET, SUITE 300 119 EAST MARCY. SUITE 101 
AlBUQUERQUE. NM 87102 505 SOUTH MAIN. SUITE 148 118 BRIDGE smEET. SUITE 3 ROSWELL. NM 88201 SANTA FE, NM 87501 
(505)346-6601 lAS CRUCES. NM 88001 LAS VEGAS. NM 87701 (505) 622-7113 (505)988-0647 

(505) 523-6561 (505)454-a824 
IR#3 000013
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.lul 30 10 OS:OSa   

July 30, 2010 

Senator Jeff Bingaman 
Santa Fe. New Mexico 

 

Re: Recent approval by FDA of two new treatments for advanced prostate cancer and 
failure of Medicare to issue billing codes so patients can be covered financially 

Dear Senator Bingaman, 

p. 1 

I am writing on behalf of     .  is a Medicarel AARP 
supplemental insurance patient of 68 who has been treated for prostate cancer  New 
Mexico since 2006. His oncologist is     in Los Alamos, NM.  has 
been treated with ali of the sf3lIdard t!eatmenrsftn hi::; disastamttds mItel c  uesto­
progress. 

1bis summer the FDA approved an exciting immunotherapy treatment called Provenge, 
made by Dendreon and shortly thereafter a new chemotherapy called Jevtana, made by 
Sanofi Aventis.    is a good candidate for both treatments. 

No medical center in New Mexico has been approved as a treatment site for Provenge so 
we have traveled to Dallas, TX to Texas Oncology at Baylor University to try and get 
him treated with Provenge. In Dallas we would have to pay the $93,000 up front because 
Trailblazer. the Medicare Administrative Contractor for TX and NM, has not issued a 
billing code and is not likely to do so for a year. We checked into two centers in 
Colorado, and they both require up front payment for the same reason. 

With Jevtana, the new chemotherapy, the billing code hasn't been issued yet, and there is 
no date when it might be. We are caught in an impossible situation right now. Time is of 
the essence in getting  treated right away. Jevtana is $8,500 a treatment & it is given 
every 3 weeks. Our income is not low enough to qualitY for patient assistance from the 
drug companies. 

It was our unders:tandingtbat we would hefinaDcially covered-tOr FDA~ved 
treatments when those treatments are approved specifically for a medical condition. 
Is there any way you can assist us in getting Trailblazer to speed up their issue of the 
billing codes so Los Alamos Medical Center and Texas Oncology at Baylor can treat   

 and hundreds of other men with advanced prostate cancer this summer? 

Sincerely, 

 
       

    
      

c.c.    , Los Alamos Medical Center 

IR#3 000014
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Department of Health & Human Services 
Centers for Medicare & Medicaid Services 
61 Forsyth Street, SW, Suite 4T20 

. At! ta, Georgia 30303-8909 

091620104022 

September 21 , 2010 

The Honorable Saxby Chambliss 
416 Russell Senate Office Building 
Washington, DC 20510-1007 

Dear Senator Chambliss: 

CENTERS for MEDICARE & MEDICAID SERVICES 

Thank you for your inquiry on behalf of your constituent,       has 
expressed concern about the potential for discrimination of Georgia residents by Medicare. 
Specifically, he wants to know when Medicare will allow coverage of a new drug called Provenge for 
Geo gia residents. Provenge was recently approved by the Food and Drug Administration to treat 
prostate cancer. 

Medicare does not yet have a national policy for this treatment. The Centers for Medicare and 
Medicaid Services (CMS) is considering all currently available evidence regarding the impact of 
labe ed and unlabeled use of autologous cellular inununotherapy treatment of patients with metastatic 
prostate cancer. In absence of a national policy, our Medicare contractor, Cahaba GBA, has the 
auth rity to determine if this treatment is covered in the states of Georgia, Florida and Mississippi. 
The decision to allow coverage is based on local medical practice patterns, medical and scientific 
doc mentation. 

If a claim is submitted for payment, Cahaba will determine if the drug is medically necessary. If the 
drug is determined to be medically necessary, Medicare will allow reimbursement. After a claim is 
filed ,    physician may be asked to submit additional supporting medical documentation. 

I hope this information has been helpful. If you have further questions, please feel free to contact me 
by telephone at (404) 562-7368. 

'sten Dixon 
Medicare Fee for Servi e Operations 
Division of Financial Management 
& Fee for Service Operations 

IR#3 000015
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<.J SAX§.Y CHAMBLISS 
GEORGIA 

tinitrd ~tatrs ~rnatr 

Maria Martino 

WASHINGTON, DC 20510-1007 

September 7, 2010 

Centers for Medicare and Medicaid SerVices 
U.s. Department Of Health And Human Services 
Hubert Humphrrey Building, Room 314 
Washington, D.C. 20201 

Dear Maria: 

RECEIVED 

SEP t 5 2010 
OSORA, DIVISION 

OF CORRESPONDENCE 
MANAGEMENT 

COMMITTEES, 

AGRICULTURE 
RANKING MEMBER 

AGING 

ARMED SERVICES 

INTELLIGENCE 

RULES 

I have enclosed a copy of a letter from my constituent,    , of Acworth, 
Georgia, who has contacted me concerning the prostate cancer drug, Provenge. 

I would very much appreciate your review of   concerns. 

If you need further information, please contact Mark Olsen of my staff at 
202-224-3521. I look forward to your response. 

SC:mo 

416 RUSSELL SENATE OFFICE BUILDING 

WASHINGTON, DC 20510-1007 
PHONE: (202) 224-3521 

Very truly yours, 

t~ 

P.O. Box 3217 
MOULTRIE, GA 31776 

PHONE: (229) 985-2112 

POST OFFICE Box 13832 
SAVANNAH, GA 31416 

PHONE: (800) 232-4208 

3633 WHEELER ROAD TOLL FREE NUMBER 

SUITE 270 1 (800) 234-4208 
AUGUSTA, GA 30909 

100 GAllERIA PARKWAY 

SUITE 1340 
ATLANTA, GA 30339 

PHONE: (770) 763-9090 

300 MULBERRY STREET 
SUITE 502 

MACON, GA 31201 
PHONE: (478) 741-1417 PHONE: (706) 650-1555 IR#3 000016
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E-Mail Viewer 

E-Mail Viewer 

Message II Details II Attachments II Headers II Source I 

From: "WebServer Reserved UID" <webservd@p-ess-www6.senate.gov> 
Date: 8/18/2010 12:22:50 PM 
To: "webmail@chambliss-iq.senate.gov" <webmail@chambliss-iq.senate.gov> 
Cc: . 
Subject: Discrimination of Georgia residents by Medicare 

     
 

 
 

 
    

 
   

Page 1 of 1 

I 

HTML 

'-'--=-=-=='-i ---=--==--=~--~~~'---'~---=-'=~=~===-==-'=---'o...=-",,-----'--~--= .. - ---
 

     
    

<ISSUE>hlth</ISSUE> 
<AFFL>reply</AFFL> 
<MSG>I am having a issue with Medicare. The FDA has approved a prostate cancer drug called Provenge made by 
Dendreon. 

Medicare is reviewing to what extent they will pay for the treatment, which is very unusual given itapMs FDA approval. 
What is more unusual and the subject of my email is that Medicare has left the interim decision on payments to the 
regional CMS contractors. 

The local carrier in GA, Cahaba, has refused to give my physican a local coverage determination, so we donaPMt yet 
know if they will cover the Provenge. My physician will not treat me unless it is covered. The local carrier in North 
Carolina is covering treatments and I am forced to travel to Charlotte for multiple treatment events. 

My question is how can Medicare discriminate based on geographic location? Do I have legal recourse here? 
</MSG> 
</APP> 

http://chamhliss-iq:800/iq/view_ eml.aspx?rid= 11987148&oid~4 758740 9/7/2010 
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CCEENNTTEERRSS  FFOORR  MMEEDDIICCAARREE  &&  MMEEDDIICCAAIIDD  SSEERRVVIICCEESS  

 

 

REPORT OF CONTACT 

 

 
Name/Organization/Telephone Number of Person Contacted: 

Marilyn Jones 

Seator Mark Warner 

jones@warner.senate.gov 

 

 

 

 

 
MTN#: 69526 

Swift Doc ID #:   

072620104007 

 
Constituent Name /Address/Telephone Number: 

 

Paul F. Schellhammer, MD 

Medical Director, Sentara 

Interstate Corporate Center, BId. 16 

 Norfolk, VA 23502 

 757.457.5100 

                                                    

 
Date of Contact:  

08/17/2010 via email 

 

Phone:  

 

                          

 

In Person:    

                  

 
SUBJECT:   

 

 

Medicare Coverage of Provenge 

 
 
DISCUSSION/STATUS:  

 

 

Dr. Shellhammer wanted to speak with the Medical Director of Trailblazer to discuss 

coverage of his prostate cancer drug so Sentara Health Plan can also cover drug.  

Trailblazer will discuss this matter with Dr. Shellhammer as requested.  

 

 

 
 
ACTION REQUIRED:   

 

N/A 

Prepared By:   

 

Phone Number:  

215-861-4194 

Date Closed: 

 

8/17/2010 
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Please send your responses to the Office of Strategic Operations and Regulatory 
Affairs. 
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MAliK R. WARNER 
,VIRGINIA V 7 £-5 :iJJ I () IjO 0 'f COMMIITEES: 

BANKING, HOUSING, AND 

URBAN AFFAIRS 

tlnitro ~tat(S ~(nQt( COMMERCE, SCIENCE, AND 
TRANSPORTATION 

Ms. Charlene Frizzera 
Acting Administrator 

WASHINGTON, OC 20510-4606 

July 12, 2010 

Centers for Medicare and Medicaid Services 
Department Of Health And Human Services 
200In..dependenc~~Avenue, Sw, Room 34th 
Washington, DC 20201-000 I 

Dear Ms. Frizzera: 

BUDGET 

RULES AND ADMINISTRATION 

JOINT ECONOMIC COMMITIEE 

I am writing to bring to your attention the enclosed comments from my 
constituent, Dr. Paul F. Schellhammer. 

I would appreciate your reviewing this correspondence and preparing a reply on 
t:fle stated concerns. Please send your reply to my state office: 

The Honorable Mark R. Warner 
919 E. Main Street, Suite 630 
Richmond, Virginia 23219 

My constituent and I appreciate your assistance in this matter. I am grateful for 
all you can'do to resolve this matter within the existing laws, rules and regulations ofthe 
Centers for Medicare and Medicaid Services. 

Thank you for your time and courtesy. 

MRW/mj 

Enclosure(s) 

o 180 WEST MAIN STREET 
ASINGDON, VA 24210 
PHONE: (276) 621>-8158 
FAX: (276) 628-1036 

o 101 WEST MAIN STREET 
SUITE 4900 
NORFOLK, VA 23510 
PHONE: (757) 441-3079 
FAX: (757) 441-6250 

Sincerely, 

!N4 fA)~ 
MARK R. WARNER RECEIVED 
United States Senator 

JUl 1 9 20m 

OF g~~R~, DiVISION 
I,RESPONDENCE 

MANAGEMENT 
~ 919 EAST MAIN STREET 

SUITE 630 

o 129B SALEM AVENUE, SW 0 8000 TOWERS CRESCENT DRIVE 

RICHMOND, VA 23219 
PHONE: (804) 775-2314 
FAX: (804) 775-2319 

http://warner,senate.gov 

PRINTED ON RECYCLED PAPER 

ROANOKE, VA 24011 SUITE 200 
PHONE: (540) 857-2676 VIENNA, VA 22182 
FAX: (540) 857-2800 PHONE: (703) 442-0670 

FAX: (7031 442-0408 
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Urology of Virginia 
Sentara Medical Group 

June 11, 2010 

Senator Mark R. Warner 
8000 Towers Crescent Drive 
Suite 200 
Vienna, Virginia 22182 

Fax: 703-442-0408/757.441-6250 (Norfolk) 

Dear Senator Warner; 

I am enclosing several e-mails that are self-explanatory with regard to 
the position of Trailblazers, our geographic Medicare carrier, concerning 
coverage of a recently Improved immunotherapy for men with advanced 
<prostate cancer. The product is called PROVENGE

e
• It was approved in 

iate April by the FDA. Our patients in tidewater Virginia have been 
denied coverage, and our efforts to meet the medical director have also 
led to a denial. On discussing coverage in other geographic locationsz I 
have obtained feedback that coverage approval by Medicare carrier has 
been forthcoming. 

Patients with metastatic androgen independent prostate cancer face 
chemotherapy as their only current strategy to improve survival. 
PROVENGE· also improve survival but with mucl1lower toxicity than 
chemotherapy. 

I would like very much to be able to provide immunotherapy, 
PROVENGE·, to patients in our practice who have advanced metastatic 
prostate cancer. 

I would appreciate any help that you might give. 

51~ " 

Paul F. Schellhammer, MD 

PFS/kk 

",«;it S l! N TAR A. 

IilIOO2/005 

ln~te Co!pCQle Cenler, BkIV. 16 
NoIfdk, VA 23502 rei: 757.457.5100 

400W. BranmlamnAYt'IIIIIl,&!lra 100 
Norfolk. VA 23510 Tel: 757.457.5170 

1200 rot CoIoIiaI Road. Suile 1000 
Virginia Beach, VA 23454 Tel: 757.481.3556 

9536 Ji05pilill Avenue 
N~Ol!, VA 23413 Tel: 767 A42.!lOSO 

11S Gains/lOrough Squall. Suitt 202 
~, VA 23320 Tal: 75'.4$)'.5480 

3150 Vtleslem 81'111d1 BcUovan:l 
~esapeake, VA 23321 Tel: 757.686.1973 

100 Kingsley l_. SUite 4lI4 
NorfDIk. VA 23505 Ter: 757.1189.411 

IIielot M. Brugh, III. M.D! 

Jade R. Druckai', M.D.· 

Gregg R. Eura, MD .• F AC.S! 

Mct\ael D. Fabrizio, M.D •• FAC.S" 

PJlbIlt W. Given, MoD .. F AC.S.· 

NlIIIIan P. Goldin. M.O: 

Jose E. Gonzales. M.D.· 

Gerald H. Jorden, M.O., FAC.s., FAA.P.(Hont 

Willam A. Julian, MO! 

P. Gary~ "'.0." 
Joseph J.l(one{aI, MD.* 

PeI.et'O.i(W(ItIg. MO! 

Raymond S. Lance, MD! 

John S. Uu, M.D. F AC.S" 

Donald F. Lynctt, Jr~ M.D. FAC.S.~ 

Kurt A. McCa!mJoo. MD~ F AC.S." 

Guillermo H. Mosquera. M.D .. F AG.S! 

Wlilam H. RaiMs. MD •• FAG.S.· 

ElMin L. Robey. M.D" FAC.S,· 

"PIItd F. Sdlel!ammer. M.D .• F ,A.C.S" 

steven M. ScI1lo55berg, M.D •• FAC.S.~ 

James D. YOIIIIg, M.D." 

Carol A. A$tNlt. MS.N., F.N.P., a.c. 
Sl$jlllanle C. Oklliek1. N.P.o. 

EIQIInie L. Gallo. MS.N., F .H.P .• B.C. 

Che~ S. Otcar, U.S.N., F.N.P., B.C. 

VskIIIe A. Paschana. AP.R.N., B.o. 

• DipIomal!f oflhe Ameifclln BotlTd of IlroIogy 
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Subj: 
Date: 
From: 
To: 

FW: Provenge - Medicare's response to inquiry 
5/19120109:15:55 A.M. Eastem Oaylight Time 
DPROSENB..@.sfilntara.com 

    
     
  CSOSCAR@sentara.com, JPESPINO@sentara,com 

1lI003/005 
Page 1 of1 

FYI--The SMG CBO has made contact with our local Medicare carrier, Trailblazers, to see their position 
on Provenge. Please read below. 
Thanks 
Dana 

From: CINDY A TAYLOR 
Sent: Wednesday, May 19, 20109:11 AM 
To: DANA ADAMS; DORIS G PRINCE 
SUbject: provenge - Medicare's response to inquiry 

(iood mominSt 

Per eMS, there is no payment policy for Provenge. Since Provenge is Q vacdne, it is considered a 
preventive service and will not be covered at this time. The patient will be liable for any charges 
incurred relating to receiving this treatment. 

Oespite the fact that it is considered a non-covered service, an ABN will still be required in order for 
SMG to bill the patient. 

Please let me know if you have any questions. 

Thank you 
Cindy 

This email and any flies transmitted with it are confidential and intended solely for the use of 
the individual or entity to whom they are addressed. This message contains confidential 
infonnation and is intended only for the individual named. If you are not the named 
addressee you should not disseminate, distribute or copy this e-mail. Please notify the 
sender immediately bye-mail if you have received this e-mail by mistake and delete this e­
maif from your system. If you are not the intended recipient you are notified that disclosing, 
copying, distributing or taking any action in reliance on the contents of this information is . 
strictly prohibited. 

Friday, June 11,2010 AOL: PSchel1ham 
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Subj: Meeting with Trailbalzers to discuss Provenge 
Date: 6110120102:12:12 P.M. Eastern Daylight Time 
From:  
To:     

CC; KDRAMS§Y@sentara.CQm,  

1ZI004/005 
Page 1 of2 

As you can see, SMG has attempted to get the contact information for the Medicare Medical Director 
for a discussion on Provenge. Below is the response. I am surprised by this, as we have always been able 
to contact the Medical Director in the past. 

Dana 

From: aNDY A. TAYLOR 
Sent; Thursday, June 10, 2010 1=40 PM 
To: DANA ADAMS 
CC: DORIS G PRINCE 
SUbject: Contact Information - In follow up for Trailblazer Health 

Dana, 

I just receive the following from Carolyn McNamar at Trailblazer Health: 

II Hello, I just spoke to Or. Haley. He regrets he is unable to meet with Dr. Schlossberg but suggested he 
attend one of our Open CAe meetings, the next one will be in September. The date for this meeting has 
not been set yet but the registration is on our web-site around the second week of september. You may 
also send Dr. Haley any informational materials for him to review. His schedule until December is 
:?mpletely taken." 

For your records, Ms McN~mar's email addressis:carolyn.mc:namar@trailbla:zerhealth.com 

I am a little unsure of her response related to the fact that Dr Haley "is unable to meet with Dr. 
Schlossberg" ••• here is my original inquiry to her: 

Good day Ms. McNamar, 
I am in need of some assistance. One of our Medic.al Directors, Steven Schlossberg. M D, would like to talk 
to Charles Haley, MD at Trailblazer Health. I have been unable to locate a phone number that I can 
provide to Dr Schlossberg. WOl.lld you please let me know what phone number he should use in order to 
call Dr Haley? 

Dr Sc.hlossberg would like to discuss a newly FOA approved autologous cellular immunotherapy biologic. 
manufactured by Dendreon called Provenge (NDC# ,0237-8900-6). Medicare currently does not have any 
coverage policies pertaining to this biologic <1nd we have Medicare patients interested in receiving the 
treatment. 

I look forward to hearing from you. 

Thank you for your aSSistance regarding this matter, 

Cindy 

Friday, June 11,2010   

IR#3 000023
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Page 2 of2 

At this point, I feel that f have exhausted all means at my level. You may have more success if one of the 
physidans were to make a call to them a£ the !>uggemon to attend an Open t:.At:.. meeting in Sept:ernber does 

not seem conducive to our plan to begin treating Medicare patients immediately. 

Thank you 
Cindy 

Friday, June 11. 2010   
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 

7500 Security Boulevard 

Baltimore, MD 21244 -1850 

Th oU :6 r your letter concerning the issue raised by Dr. Shellhammer, #610031, 
rega di g th local Medicare Administrative Contractor (MAC) decision to deny 
cov a e for PROVENGE®, an autologous cellular immunotherapy used to treat some 
pati ts with metastatic prostate cancer. 

C as authority under statute (section 1869(t)(2)(B) of the Social Security Act) 
or n t cover particular items or services within its jurisdiction. We understand 

that, in ight f the available scientific evidence, some local Medicare contractors are 
. n it 'le others are not. We also understand that there has been some discussion 
w ethe the constituent parts of the PROVENGE® regimen, for the purposes of the 
c e pr gram, are most appropriately characterized singly or collectively as a drug, 
gi, im unotherapy, vaccine or other item or service. 

. I 

The eters or Medicare and Medicaid Services has opened a National Coverage 
Ana si (N A) to make a National Coverage Determination (NCD) to address these 
issu s. I e ill evaluate the scientific evidence, obtain public comment and develop 
uni:6 ~ nati nal Medicare coverage policy on the use ofPROVENGE® for prostate 
canc r ... Wee aware that this is a novel type of anticancer treatment, and that the Food 
and g Ad inistration is requiring post approval clinical studies. It is our hope that 
the e ing fthe NCD, the commissioning of an external technology assessment (TA) 
fro th Ag ncy for Healthcare Research and Quality (AHRQ), and the convening of the 
Med ca e E dence Development and Coverage Advisory Committee (MEDCAC) will, 
in a u licly ransparent manner, encourage a broad understanding of the current 
evid nc as ell as any important evidence gaps. 

pos ed a tracking sheet to announce the opening ofthe NCA. It is available on 
we site at https://www4.cms.gov/mcd/viewtrackingsheet.asp?id=247, and will 

be u d ed p riodically. While our analysis is progressing, local MACs retain their 
stat 0 aut ority to cover or not cover PROVENGE® within their jurisdictions. Upon 
publ ca ion fthe NCD they must all comply with the national policy. 
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