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Jacques, Louis B. (CMS/OCSQ) | -

From: . Fitterman, Leslye (CMS/OCSQ)

Sent: Tuesday, September 14, 2010 8:40 AM

To: clockett@dendreon.com

Cc: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ), Rollins, James

{CMS/OCSQ); PASERCHIA, LORI A. (CMS/0OCSQ); Pencek, Eileen (CMS/OCSQ); Eliis,
Maria A. (CMS/OCSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: Request from Dendreon to present at the 11/17 MEDCAC

Dear Chris:

interested parties {including manufacturers) may request presentation time by submitting an email along with their
PowerPgaint presentation to MEDCACPresentations@cms.hhs.gov by the deadline which will be stated in the Federal
Register Notice to be posted at the end of the month. The allotted time for any individual presenter will be determined
by the number of requests. Manufacturers do not have special status in the MEDCAC presentation process.

If Dendreon wishes to submit written comments before the meeting we will make them available to the MEDCAC
panelists. The MEDCAC questions will be posted by the end of September on the same day the Federal Register Notice
is published. Both documents may be found on the CMS CAG website on the date the Federal Register notice is
published.

Best regards,
Leslye

Leslye Fitterman, PhD.

Centers for Medicare and Medicaid Services
Office of Clinical Standards and Quality
Coverage and Analysis Group

7500 Security Boulevard

C€1-09-06

Fax - 410-786-9286

Phone - 410-786-1806

Emaif - Leslye.Fitterman3@cms.hhs.gov
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Jacgues, Louis B. !CMSIOCSQ! ' '

From: ' Fitterman, Leslye (CMS/OCSQ)

Sent: _ Monday, September 13, 2010 3:29 PM

To: Jacques, Louis B. {CMS/OCSQ); Rolling, James (CMS/OCSQ); PASERCHIA, LORI A.
(CMS/OCSQ); Pencek, Eileen (CMS/OCSQ)

Cc: Syrek Jensen, Tamara S. (CMS/OCSQ)

Subject: RE: Specter Kerry provenge ' 091310 Ibj rev.doc

Thank you. Do you have any revisions on the Summary Statement requested by OA?

From: Jacques, Louis B. (CMS/0CSQ)
Sent: Monday, September 13, 2010 3:24 PM
To: Roliins, James {(CMS/0OCSQ); Fitterman, Leslye (CMS/QCSQ); PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen
(CMS/0CSQ)

Cc: Syrek Jensen, Tamara S. (CMS/OCSQ)

Subject: Specter Kerry provenge Ikf 091310 ibj rev.doc

_Revused 1o mclude |a guage from previous repli
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Jacgues, Louis B. gCMSIOCSQ! .

From: : Fitterman, Leslye (CMS/OCSQ)

Sent: : . Monday, September 13, 2010 4:11 PM

To: Ashby, Lori M. (CMSIOCSQ)

Ce: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen Tamara S. (CMSIOCSQ) Rolling, James
{CMS/OCSQ); Pencek, Eileen (CMS/OCSQ)

Subject: Spector Kerry letter re PROVENGE

Attachments: Specter Kerry provenge 091310 ibj rev.doc; SUM-ADMIN Specter Kerry 091310 Ibj.doc

Lori:

Attached please find the response letter and summary statement as finalized by Louis.

Leslye
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(Do not type date}

The Honorable Arlen Specter and the Honorable John Kerry
United States Senate
Washington, DC 20510

Dear Senators Specter and Kerry:

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

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 whiether 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 the NCA, a comprehensive review of
the clinical evidence that leads to a national coverage determination (NCD). This is
consistent with our published guidance document “Factors CMS Considers in Opening a
National Coverage Determination,” and with Section 1862(1) of the Social Security Act
governing Medicare's national and local coverage determination processes. Both
documents support the use of NCDs to promote greater consistency in coverage across
local contractors. The guidance document is available on the CMS website at
https:/fwww4.cms.gov/med/nepe_view_document.asp?id=6.. We are also convening a
public meeting of the Medicare Evidence Development and Coverage Advisory
Committee (MEDCAC) on November 17, 2010 to consider the currently available
evidence on this topic. 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.

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.

Sincerely,
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SUMMARY STATEMENT -~ ADMINISTRATOR’S CORRESPONDENCE

NAME OF CORRESPONDENTS:
Senator Arlen Specter and Senator John Kerry

SUBJECT/ISSUES RAISED BY CORRESPONDENTS:
» The correspondents want to know why CMS opened a national coverage analysis (NCA) .
* for autologous cellular immunotherapy treatment therapy for prostate cancer for a new -
treatment that has FDA approval (i.e., one indication) for marketing.
+ Correspondent claims erroneously that CMS has previously only used NCDs to review
off label uses of anticancer drugs.

MAJOR POINTS IN THE RESPONSE:

» CMS opened the NCD process in response to variations in local coverage, other
substantive questions about PROVENGE, and inquiries from Congress..

o The NCA is part of the national coverage determination process (NCD) as stated in
section 1862 (1) of the Social Security Act. This provision also guides CMS to consider
developing national policy when there is local variation in coverage.

s The guidance document entitled, “Factors CMS Considers in Opening an NCD” states
that one reason to open an NCD is to address variation in coverage by local contractors
that may iead to the detriment of beneficiaries.

POLICY OPTIONS:
s The completion of the NCD process may result in national coverage or noncoverage for
on label or off label indications with or without specific additional conditions that could
include Coverage with Evidence Development. .
¢  We cannot speculate on the policy outcome at this early point in the process.

CLEARANCE COMMENTS:

Ll 5 - Pre

-CONTACT PERSONS:
James Rollins
Leslye Fitterman
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Jacgues, Louis B. 1CMSIOCSQZ : :

From: , Fitterman, Leslye (CMS/OCSQ)

Sent: : Monday, September 13, 2010 2:56 PM

To: - Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: ' Rollins, fames (CMS/OCSQ)

Subject: inquiry from Senators Specter and Keryy - ]

Attachnents: cms-senators-spector-kerry.gif, SUM-ADMIN Specter Kerry Ikf 091310.doc, Specter Kemry

provenge Ikf 091310 Ibj.doc

Louis;

Attached piease find the letter sent to Dr. Berwick, a draft response and a draft summary statement to address the
inquiry received from Senators Specter and Kerry. Jim has reviewed these and | have incorporated his changes.

Thanks,

Leslye
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SUMMARY STATEMENT - ADMINISTRATOR’S CORRESPONDENCE

NAME OF CORRESPONDENTS:
Senator Arlen Specter and Senator John Kerry

{ Comment {L]: Not sure what is called for hers. |

CONTACT PERSONS:
James Rollins
Leslye Fitterman
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Wnited States Senate

WASHINGTON, DC 20510

August 20, 2010

Dr. Donald Berwick, MD

Administrator

Centers for Medigare and Medicaid Services
U.S. Department of Health and Human Services
Hubert H. Humphrey Building

200 Independence Ave., SW

Mailstop 314G

Washington, DC 20201

Dear Administrator Berwick:

" We are writing you regarding a National Coverage Analysis that the Centers for
Medicare and Medicaid Services (CMS) issued on June 30, 2010, for autologous celiular
immunotherapy treatment for prostate cancer. We are informed that this action was taken based
on isternal concerns regarding a new FDA-approved ireatment regimen.

Only three times in the past has CMS issued a National Coverage Assessment on a new
treatment for cancer, cach time focusing on the need to restrict potential off-label usage of such
drugs. These assessments-have not focused on whether or not to cover appropriate on-label use
of such a therapy as this latest review appears to be. '

There is great coacern from the prostate cancer community that this assessment could
limit access to appropriate care for Medicare beneficiaries with prostate cancer. - We would
appreciate an explanation as to why CMS decided to proceed with a National Coverage
Assessment for on-label use of an FDA-approved cancer treatment. We look forward to your
timely response.

Sincerely,
/
Arlen Specter John Kerry

IR #2 000009



(Do not type date)

The Honorable Arlen Specter and the Honorable John Kerry
United States Senate
Washington, DC 20510

Dear Senators Specter and Kerry:

Sincerely,

IR #2 000010
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Jacgues, Louis B. ‘CMSIOCSQ! .

From: Fitterman, Leslye (CMS/OCSQ) .

Sent: ' Monday, September 13, 2010 11:49 AM

To: Jacques, Louis B. (CMSIOCSQ) Syrek Jensen, Tamara S. (CMS/OCSQ)

Ce: PASERCHIA, LORI A. {CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James
(CMS/OCSQ)

Subject: RE: MEDCAC Presentations

Therefore, do | say “no” to Dendreon?

From: Jacques, Louis B, (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:45 AM

To: Fitterman, Leslye (CMS/0CSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LORI A, (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Roflins, James (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

GAPPnet was not the product in the same sense as Provenge. “i'he underlying topic for the May 2009 MEDCAC was
desirable characteristics of evidence on genetic screening tests. So it looks like we do not have an actual case of a
manufacturer speaking at a meeting where coverage of its own product was the topic.

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:07 AM

To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/0CSQ); Roliins, James {CMS/0CSQ)
Subject: PW: MEDCAC Presentations

Louis and Tamara:

This is a follow-up to our discussion several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
to the MEDCAC on Nov 17", You wanted to know if at any prior MEDCACs the sponsor was allowed to present. | believe
that the case identified by Micheie, Steve Teutcsh presentation on GAPPnet and his rale as an voting member of the

committee at the May 6, 2009 meeting, may represent a precedent for allowing Dendreon to present. In addition,
Dendreon will not be sitting on the committee at all.

Please let me know your thoughts on next steps with Dendreon.

Leslye

From' Fltherman, Lestye (CMSIOCSQ)

Sent: Monday, September 13, 2010 10:59 AM

To: Atkinson, Michelle L. {CMS/OCSQ); Ellis, Maria A (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

He was also 2 member of Genomic Applications in Practice and Prevention Network (GAPPNet™}: A
National Collaboration for Realizing the Promise of Genomics in Health Care and Disease Prevention.

From: Atkinson, Michelle L. (CMS/0OCSQ)

Sent: Monday, September 13, 2010 10:23 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)
Subject: RE: MEDCAC Presentations '

i IR #2 000012



It was on the May 6, 2009 Screening for Genetic Testing, Steven Teutsch, MD,
MPH, was a voting panel member and a guest speaker.

Michelle

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:06 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

Thank you!

From: Atkinson, Micheile L. (CMS/0CSQ)

Sent: Monday, September 13, 2010 10:03 AM ‘

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A, {CMS/0CSQ)
Subject: RE: MEDCAC Presentations

I have been looking this up and I have not found the exact meeting yet. I will
continue to look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye (CMS/0CSQ)

Sent: Monday, September 13, 2010 7:28 AM
To: Ellis, Maria A. (CMS/0CSQ); Atkinson, Michelle L. {CMS/OCSQ)
Subject: PW: MEDCAC Presentations

From: Fitterman, Leslye (CMS/0CSQ)
Sent: Thursday, September 02, 2010 2:56 PM

Ta: Ellis, Maria A. (CMS/0OCSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: MEDCAC Presentations :
Maria & Michele:

The PROVENGE Team has spoken with Louis and Tamara regarding the request from Dendreon to have a 20 minute time
slot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has been permitted at a prior MEDCAC and if s0 can you provide examples.

Thanks in advance!

Leslye

2 IR 2 000013



Jacgues, Louis B. ‘CMSIOCSQ!

From: _ Roilins, Jarmes (CMS/OCSQ)
Sent: : Monday, September 13, 2010 12:00 PM
To: Jacques, Louis B. (CMSIOCSQ} Fitterman, Leslye (CMSIOCSQ} Syrek Jensen, Tamara S.
. {CMS/0CSQ) -
Cc: PASERCHIA, LORi A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Ellis, Maria A.
. ({CMS/0CSQ)
Subject: RE: MEDCAC Presentations '

S0 that means that Dendreon will not be given the opportunity to give a presentation. But | am sure that there will be
representatives in the audience to give a 5 minute public comment. Jarollins

From. Jacques, Louls B (CMS/OCSQ)
Sent: Monday, September 13, 2010 11:58 AM

To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. {CMS/0CSQ)

Cc: PASERCHIA, LORI A, (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/OCSQ); Ellis, Maria A.

(CMS/0CSQ)
Subject: RE: MEDCAC Presentations

They are not an invited speaker. They can do what other manufacturers have done in the past and use the usual
process.

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:49 AM

To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

Therefore, do | say “no” to Dendreon?

From. Jacqu&s, Lou:s B (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:45 AM

To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A, {CMS/0OCSQ); Pencek, Eileen (CMS/0OCSQ); Rollins, James (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

GAPPnet was not the product in the same sense as Provenge. The underlying topic for the May 2009 MEDCAC was
desirabie characteristics of evidence on genetic screening tests. So it looks like we do not have an actual case of a
manufacturer speaking at a meeting where coverage of its own product was the topic.

From- Frtterman Leslve (CMS]OCSQ)

Sent: Monday, September 13, 2010 11:07 AM )

To: Jacques, Louls B. (CMS/0CSQ); Syrek Jensen, Tamara S. {CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/0CSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/OCSQ)
Subject: FW: MEDCAC Presentations

Louis and Tamara:

This is a follow-up to our discussion.several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
to the MEDCAC on Nov 17", You wanted to know if at any prior MEDCACs the sponsor was allowed to present. | believe
that the case identified by Michele, Steve Teutcsh presentation on GAPPnet and his role as an voting member of the
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Dendreon will nat be sitting on the committee at all.
Piease let me know your thoughts on next steps with Dendreon.

Leslye

From: Fitterman, Leslye (CMS/0OCSQ)

Sent: Monday, September 13, 2010 10:59 AM

To: Atkinson, Michelle L. (CMS/0CSQ); Ellis, Maria A. (CMS/0CSQ)
. Subject: RE: MEDCAC Presentations

He was also @ member of Genomic Applications in Practice and Prevention Network {GAPPNet™): A
National Collaboration for Realizing the Promise of Genomics in Health Care and Disease Prevention.

From: Atkinson, Michelle L. (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:23 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)

Subject: RE: MEDCAC Presentations

It was on the May 6, 2009 Screening for Genetic Testing, Steven Teutsch, MD

MPH, was a voting panel member and a guest speaker.

Michelie

From F|ttennan, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:06 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

Thank you!

From: Atklnson, Michetle L. (CMSfOCSQ)

Sent: Monday, September 13, 2010 10:03 AM

To: Fitterman, Lesiye (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)

Subject: RE: MEDCAC Presentations

I have been looking this up and I have not found the exact meeting yet. I will

continue to look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye (CMS/0CSQ)
Sent: Monday, September 13, 2010 7:28 AM

IR #2 000015



To: Ellis, Maria A. (CMS/0CSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: FW: MEDCAC Presentations

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Thursday, September 02, 2010 2:56 PM

To: Ellis, Maria A. {CMS/0CSQ); Atkinson, Michelle L. (CMSIOCSQ)

Subject: MEDCAC Presentations

Maria & Michele:

The PROVENGE feam has spoken with Louis and Tamaré regarding the request from Dendreon to have a 20 minute time
siot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has been permitted at a prior MEDCAC and if so can you provide examples.

Thanks in advance!

Leslye

IR #2 000016



Jacgues= Louis B. SCMSIOCSQI | — ————————

From: , Rollins, James (CMS/IOCSQ)
Sent: . Monday, September 13, 2010 12:05 PM
To: Jacques, Louis B. (CMS/OCSQ); Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S.
{CMS/IOCSQ)
Ce: PASERCHIA, LORI A. {CMS/OCSQY); Pencek, Eileen (CMS/OCSQ); Ellis, Maria A.
: {CMS/OCSQ)
Subject: RE: MEDCAC Presentations

! think that we are all in agreement. Jarollins

From: Jacques, Louis B. (CMS/0CSQ)

Sent: Monday, September 13, 2010 12:03 PM

To: Rollins, James (CMS/0OCSQ); Fitterman, Leslye (CMS/0CSQ); Syrek Jensen, Tamara S. (CMS/QCSQ)
Cc: PASERCHIA, LORI A. {CMS/OCSQ); Pencek, Eileen {CMS/OCSQ); Ellis, Maria A. (CMS/OCCSQ)
Subject: RE: MEDCAC Presentations -

We need to be precise. Dendreon has the opportunity to give a presentation, just like the rest of the public. They do not
have special invited.gres_entation status. | told Amgen before the March 2010 MEDCAC that they did not have special
status as the manufacturer. We are being consistent.

From: Rollins, James (CMS/0CCSQ).

Sent: Monday, September 13, 2010 12:00 PM

To: Jacques, Louis B, {CMS/OCSQ); Fitterman, Leslye (CMS/0CSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)
Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen {CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)

Subject: RE: MEDCAC Presentations

So that means that Dendreon will not be givén the apportunity to give a presentation. But | am sure that there will be
representatives in the audience to give a 5 minute public comment. Jarollins

From: Jacques, Louis B. (CMS/OCSQ)
Sent: Monday, September 13, 2010 11:58 AM
To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/QCSQ)
Cc: PASERCHIA, LORI A. (CMS/0CSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMSIOCSQ), Ellis, Maria A.

(CMS/OCSQ)
Subject: RE: MEDCAC Presentations

They are not an invited speaker. They can do what other manufacturers have done in the past and use the usual
process.

From: Fitterman, Leslye (CMS/0CSQ)
Sent: Monday, September 13, 2010 11:49 AM

To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

Therefore, do | say “no” to Dendreon?

From: Jaoques, Louis B. (CMS/OCSQ)
Sent: Monday, September 13, 2010 11:45 AM
To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS5/0CSQ)
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Cc: PASERCHIA LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James CMS/0CSQ
Subject: RE: MEDCAC Presentations ( )

GAPPnet was not the product in the same sense as Provenge. The underlying topic for the May 2009 MEDCAC was
desirable characteristics of evidence on genetic screening tests. So it looks like we do not have an actual case of a
manufacturer,speaking at a meeting where coverage of its own product was the topic.

me' F|t:terman Leslye (CMS/OCSQ)
Sent: Monday, September 13, 2010 11:07 AM

To: Jacques, Louis B.-(CMS/0CSQ); Syrek Jensen, Tamara S. {CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James {CMS/OCSQ)
Subject: FW: MEDCAC Presentations

Louis and Tamara:

This is a follow-up to our discussion several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
to the MEDCAC on Nov 17". You wanted to know if at any prior MEDCACs the sponsar was aflowed to present. | believe
that the case identified by Michele, Steve Teutcsh presentation on GAPPnet and his role as an voting member of the
committee at the May 6, 2009 meeting, may represent a precedent for allowing Dendreon to present. In addition,
Dendreon will not be sitting on the committee at ail.

Please let me know your thoughts on next steps with Dendreon.

Leslye

From: Fitterman, Leslye (CMS/OCSQ)
Sent: Monday, September 13, 2010 10:59 AM

To: Atkinson, Michelle L. (CMS/0OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

He was alsa a member of Genomic Applications in Practice and Prevention Network (GAPPNet™): A
National Collaboration for Realizing the Promise .of Genomics in Health Care and Disease Prevention.

From: Atkinson, Michelle L. (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:23 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)
Subiect: RE: MEDCAC Presentations

It was on the May 6, 2009 Screening for Genetic Testing, Steven Teutsch, MD,
MPH, was a voting panel member and a guest speaker.

Michelle

From: Fitterman, Leslye (CMS/0CSQ)

Sent: Monday, September 13, 2010 10:06 AM
To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations
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Thank you!

From: Atkinson, Michelle L. (CMS/OCSQ)
Sent: Monday, September 13, 2010 10:03 AM
To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

I have been looking this up and I have not found the exact meeting yet. I will
continue to look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 7:28 AM

To: Ellis, Maria A. (CMS/0CSQ); Atkinson, Michelie L. (CMS/0CSQ)
Subject: FW: MEDCAC Presentations

From: Fitterman, Leslye (CMS/OCSQ)
Sent: Thursday, September 02, 2010 2:56 PM

To: Ellis, Maria A, (CMS/OCSQ); Atkinson, Michelle L. (CMS/0CSQ)
Subject: MEDCAC Presentations

Maria & Michele:

The PROVENGE Team has spoken with Louis and Tamara regarding the request from Dendreon to have a 20 minute time
slot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has been permitted at a prior MEDCAC and if so can you provide examples.

Thianks in advance!

Leslye
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Jacques, Louis B. (EESIOCSQ)

From: o Fitterman, Leslye {CMS/OCSQ)

Sent: - Monday, September 13, 2010 12:05 PM

To: . Jacques, Louis B. (CMS/OCSQ); Rollins, James (CMS/OCSQ); Syrek Jensen, Tamara S.
(CMS/OCSQ) .

Cc: PASERCHIA, LORI A. (CMS/OCSQY); Pencek, Eileen (CMS/OCSQ); Ellis, Maria A.
{CMS/OCSQ)

Subject: RE: MEDCAC Presentations

| will relay the official position of CAG.

From' Jacques, Loms B. (CMSIOCSQ)

Sent: Monday, September 13, 2010 12:03 PM

To: Rolling, James (CMS/OCSQ); Fitterman, Lestye (CMS/0CSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)
Cc: PASERCHIA, LORI A, (CMS/OCSQ); Pencek, Eileen (CMS/0CSQ); Ellis, Maria A, (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

We need to be precise. Dendreon has the opportunity to give a presentation, just like the rest of the public. They do not
have special invited presentation status. | told Amgen before the March 2010 MEDCAC that they did not have special
status as the manufacturer. We are being consistent.

From Roilms James (CMSIOCSQ)

Sent: Monday, September 13, 2010 12:00 PM

To: Jacques, Louis B, (CMS/OCSQ); Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)
Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMSfOCSQ); Elis, Maria A. (CMS/0CSQ)

Subject: RE: MEDCAC Presentations

So that means that Dendreon will not be given the opportunity to give a presentation. But | am sure that there will be
representatives in the audience to give a 5 minute public comment. Jarollins

From. Jacqu&s, Loms B (CMSIOCSQ)

Sent: Monday, September i3, 2010 11:58 AM

To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/OCSQ), Ellis, Maria A.

(CMS/OCSQ)
Subject: RE: MEDCAC Presentations

They are not an invited speaker. They can do what other manufacturers have done in the past and use the usual
process.

From: Fitterman, Leslye (CMS/0CSQ)
Sent: Monday, Septernber 13, 2010 11:49 AM

. To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Roliins, James (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

Therefore, do | say “no” to Dendreon?

From' Jacqu&G, Louis B (CMS/OCSQ)
Sent: Monday, September 13, 201011:45 AM
To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/0CSQ}
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Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

GAPPnet was not the product in the same sense as Provenge. The underlying tapic for the May 2009 MEDCAC was
desirable characteristics of evidence ongenetic screening tests. So it looks like we do not have an actual case of a
manufacturer speaking at a meeting where coverage of its own product was the topgic.

From- Fitterman Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:07 AM
To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/0CSQ); Rollins, James (CMS/0CSQ)
Subject: FW. MEDCAC Presentations

Louis and Tamara:

This is a follow-up to our discussion several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
to the MEDCAC on Nov 17". You wanted to know if at any prior MEDCACs the sponsor was allowed to present. | believe
that the case identified by Michele, Steve Teutcsh presentation on GAPPnet and his role as an voting member of the
committee at the May 6, 2009 meeting, may represent a precedent for allowing Dendreon to present. in addition,
Dendreon will not be sitting on the committee at all.

Please lat me know your thoughts on next steps with Dendreon.

Leslye

From- Flttennan Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:59 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)
Subject: RE: MEDCAC Presentations .

He was also a member of Genomic Applications in Practice and Prevention Network (GAPPNet™): A
National Collaboration for Realizing the Promise of Genomics in Health Care and Disease Prevention.

Froms Atkinson, Michelle L. (CMS/0CSQ)

Sent: Monday, September 13, 2010 10:23 AM

To: Fitterman, Leslye (CMS/0CSQ); Ellis, Maria A. (CMS/OCSQ)

Subject: RE: MEDCAC Presentations

I+ was on the May 6, 2009 Screening for Genetic Testing, Steven Teutsch, MD,

MPH, was a voting panel member and a guest speaker.

Michelle

From: Fitterman, Leslye (CMS/OCSQ)
Sent: Monday, September 13, 2010 10:06 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A, (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

1
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From: Atkinson, Michelle L. (CMS/0CSQ) -

Sent: Monday, September 13, 2010 10:03 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)
‘Subject: RE: MEDCAC Presentations

I have been looking this up and T have not found the exact meeting yet. I will
continue to look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye {CMS/OCSQ)

Sent: Monday, September 13, 2010 7:28 AM

To: Ellis, Maria A. {CMS/0CSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: FW: MEDCAC Presentations

From: Fitterman, Lestye (CMS/OCSQ)

Sent: Thursday, September 02, 2010 2:56 PM

To: Ellis, Maria A. (CMS/0CSQ); Atkinson, Michelle L. (CMS/0CSQ)
Subject: MEDCAC Presentations

Maria & Michele:

The PROVENGE Team has spoken with Louis and Tamara regarding the request from Dendrecn to have a 20 minute time
siot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has begn permitted at a prior MEDCAC and if so can you provide examples.

Thanks in advance!

Lesiye
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Jacgues, Louis B. !CMSIOCSQ! |

From: Fitterman, Leslye (CMS/QOCSQ)

Sent: - Monday, September 13, 2010 12:11 PM

To: Jacques, Louis B. (CMS/OCSQY); Roliins, James (CMS/OCSQ); Syrek Jensen, Tamara S.
(CMS/OCSQ)

Subject: RE: MEDCAC Presentations

Why don’t you and Jim call Chris Lockett at 301-832-5340? He discussed this with me on 9/1 and 9/3. I will be glad to
do the call with you.

Sent. Monday, September 13, 2010 12:07 PM
To: Fitterman, Leslye (CMS/OCSQ); Rollins, James (CMS/0CSQ); Syrek Jensen, Tamara S. (CMSIOCSQ)
Subject: RE: MEDCAC Presentations

Please let Jim and me take a look at it before sending to Dendreon, thanks.

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 12:05 PM

To: Jacques, Louis B. (CM5/0CSQ); Rollins, James {CMS/OCSQ); Syrek Jensen, Tamara 5. (CMS/OCSQ)
Cc: PASERCHIA, LORI A. {CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

i will relay the official position of CAG.

From Jacques, Louis B. (CMS/OCSQ)

Sent: Monday, September 13, 2010 12:03 PM

To: Rollins, James (CM’SIOCSQ); Fitterman, Leslye (CMS/QCSQ); Syrek Jensen, Tamara S. {CMS/OCSQ)
Cc: PASERCHIA, LORI A, (CMS/0CSQ); Pencek, Eileen (CMS/0CSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

We need to be precise. Dendreon has the opportunity to give a presentation, just like the rest of the public. They do not
have special invited presentation status. | told Amgen before the March 2010 MEDCAC that they did not have special
status as the manufacturer. We are being consistent.

From: Roiiins, James (CMS/QCSQ)

Sent: Monday, September 13, 2010 12:00 PM

To: Jacques, Louis B. (CMS/OCSQ); Fitterman, Lesiye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMSIOCSQ)
Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); EII|5, Maria A. (CMS/0CSQ)
Subject: RE: MEDCAC Presentatlons

So that means that Dendreon will not be given the opportunity to give a presentation. But ! am sure that there will be
representatives in the audience to give a 5 minute publfic comment. Jaroilins

From Jacques Louls B. (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:58 AM :

To: Fitterman, Leslye (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LORI A: (CMS/OCSQ); Pencek, Eileen (CMS/0CSQ); Rollins, James (CMS/0CSQ); Ellis, Maria A.
(CMS/OCSQ)

Subject: RE: MEDCAC Presentations

12 IR #2 000023



They are not an invited speaker. They can do what other manufacturers have done in the past and use the usual
process.

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:49 AM

To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

Therefore, do | say “no” to Dendreon?

From' Jaoques, L0uis B. (CMS/OCSQ)
Sent: Monday, September 13, 2010 11:45 AM

To: Fitterman, Leslye (CMS{OCSQ) Syrek Jensen, Tamara S. (CMS/0CSQ)

Cc: PASERCHIA, LORI A, (CMS/0CSQ); Pencek, Elleen (CMS/OCSQ); Rollins, James (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

GAPPnet was not the product in the same sense as Provenge. The underlying topic for the May 2009 MEDCAC was
desirable characteristics of evidence on genetic screening tests. So it looks like we do not have an actual case of a
manufacturer speaking at a meeting where coverage of its own product was the topic.

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:07 AM

To: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LCRI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/0CSQ)
Subject: FW: MEDCAC Presentations

touis and Tamara:

This is & follow-up to our discussion several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
to the MEDCAC on Nov 17", You wanted to know if at any prior MEDCACs the sponsor was allowed to present. | believe
that the case identified by Michele, Steve Teutcsh presentation on GAPPnet and his role as an voting member of the
committee at the May 6, 2009 meeting, may represent a precedent for allowing Dendrecn to present. In addition,
NDandreon wili not be sitting on the commiittee at all.

Plesse k2t me know your thoughts on next steps with Dendreon.

Leslye

From: Fatterman Leslye (CMS/OCSQ)
Sent: Monday, September 13, 2010 10:59 AM

Tao: Atkinson, Michelle L. (CMS/QCSQ]); Ellis, Maria A. (CMS/0CSQ)
- Subject: RE: MEDCAC Presentations

He was also @ member of Genomic Applications in Practice and Prevention Network (GAPPNet™): A
National Collaboration for Realizing the Promise of Genomics in Health Care and Disease Prevention.

From Atklnson MuchelleL (CMS/OCSQ)
Sent: Monday, September 13, 2010 10:23 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

13 IR #2 000024



1T was on the May 6, ZUUY Screening for Genetic Testing, Steven Teutsch, MD,
MPH, was a voting panel member and a guest speaker.

Michelle

From: Fitterman, Leslye (CMS/0CSQ)

Sent: Monday, September 13, 2010 10:06 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Eifis, Maria A. (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

Thank you!

From: Atidnson, Michelle L. (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:03 AM

To: Fitterman, Leslye (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)

Subject: RE: MEDCAC Presentations

I have been looking this up and I have not found the exact meeting yet. I will

- continue Yo look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 7:28 AM
To: tllis, Maria A. (CMS/OCSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: FW: MEDCAC Presentations

From: Fitténnén, 'Léslye (CMS,.’OCSQI)l |
Sent: Thursday, September 02, 2010 2:56 PM

To: Eilis, Maria A. (CMS/0CSQ); Atkinson, Michelle L. (CMS/0CSQ)
Subject: MEDCAC Presentations

Maria & Michele:

The PROVENGE Team has spoken with Louis and Tamara regarding the request from Dendreon to have a 20 minute time
slot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has been permitted at a prior MEDCAC and if so can you provide examples.

Thanks in advance!

Leslye
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 Jacques, Louis B. (CMs/ocsQ) | |

From: : Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 11:07 AM

To:. Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSAQ); Pencek, Eileen (CMS/OCSQ); Rolling, James
(CMSIOCSQ)

Subject: FW: MEDCAC Presentations

Louis and Tamara:

This is a follow-up to our discussion several weeks ago regarding Dendreon’s request for a 20 — 30 minute presentation
ta the MEDCAC on Nov 17". You wanted to know if at any prior MEDCACs the sponsor was allowed to present. | believe
that the case identified by Michele, Steve Teutcsh presentation on GAPPnet and his role as an voting member of the
committee at the May 6, 2009 meeting, may represent a precedent for allowing Dendreon to present. In addition,
Dendreon will not be sitting on the committee at atl.

Please let me know your thoughts on next steps with Dendreon.

Leslye

From: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, September 13, 2010 10:59 AM

To: Atkinson, Michelle L. (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)
Subject: RE: MEDCAC Presentations

He was also a member of Genomic Applications in Practice and Prevention Network (GAPPNet™}: A
National Collaboration for Realizing the Promise of Genomics in Health Care and Disease Prevention.

From: Atkinson, Michelle L. (CMS/OCSQ)

Sent: Monday, September 13, 2010 16:23 AM

To: Fitterman, Leslye (CMS/OCSQ); Eliis, Maria A. (CMS/OCSQ)

Subject: RE: MEDCAC Presentations |

It was on the May 6, 2009 Screening for Genetic Testing, Steven Teutsch, MD,

MPH, was a voting panel member and a guest speaker.

Michelle

From: Fitterman, Leslye (CM5/0CSQ)

Sent: Monday, September 13, 2010 10:06 AM

To: Atkinson, Michelte L. (CMS/OCSQ); Elis, Maria A. ({CMS/0CSQ)
Subject: RE: MEDCAC Presentations

Thank you!

IR #2 000026



“« 2 ar

From: Atkinson, Michelle L. {CMS/0CSQ)

Sent: Monday, September 13, 2010 10:03 AM

To: Fitterman, Leslye (CMS/0CSQ); Ellis, Maria A. (CMS/0CSQ)
Subject: RE: MEDCAC Presentations

I have been looking This up and I Have not found the exact heeting yet. I will
continue to look and as soon as I find it I will let you know.

Thanks
Michelle

From: Fitterman, Leslye (CMS/0CSQ)

Sent: Monday, September 13, 2010 7:28 AM

To: Ellis, Maria A. ((MS/0OCSQ); Atkinson, Michelle L. (CMS/0OCSQ)
Subject: FW: MEDCAC Presentations

From .Fittennan, Leslye (CMS/OCSQ)

Sent: Thursday, September 02, 2010 2:56 PM

To: Ellis, Maria A. (CMS/0CSQ); Atkinson, Michelle L. (CMS/OCSQ)
Subject: MEDCAC Presentations

Maria & Michele:

The PROVENGE Team has spoken with Louis and Tamara regarding the request from Dendreon to have a 20 minute time
siot to present their product at the MEDCAC scheduled for November 17, 2010. CAG management would like to know if
this has been permitted at a prior MEDCAC and if so can you provide examples. :

Thanks in advance!

Leslye

IR #2 000027



* \

Jacgues, Louls B. jCMSIOCSQ! ————

From: ‘ 50 (

Sent: kember 03, 2010 7:1B PM

To: : @gmail.com

Cc: Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMS/OCSQ), PASERCHIA,
LORIA. (CMSIOCSQ) Fitterman, Leslye (CMSIOCSQ) Pencek, Eileen (CMS/OCSQY);
Rollins, James (CMS/OCSQ); Ellis, Maria A. (CMS/OCSQ)

Subject: Re: November 17th MEDCAC Questions - re: "burden”

Yes, | still concur on that.

From: Saty Satya—Murtl Mmali com>
To: Goodman, Cliff : |

Cc: Jacques, Louis B, (CMS/OCSQ) <Lou|s.3acques@cms hhs.gov>; Syrek Jensen, Tamara S. (CMS/OCSQ)
<tamara.syrekjensen@cms.hhs.gov>; PASERCHIA, LORI A. (CMS/OCSQ) <Lori.Paserchia@cms.hhs.gov>; Fitterman,
Leslye (CMS/OCSQ) <Leslye.Fitterman3@cms.hhs.gov>; Pencek, Eileen (CMS/0OCSQ) <Eileen.Pencek@cms.hhs.gov>;
Rollins, James (CMS/OCSQ) <James.Rollins2@cms.hhs.gov>; Eliis, Maria A. (CMS/OCSQ) <Maria.Ellis@cms.hhs.gov>
Sent: Fri Sep 03 19:11:56 2010

Subject: Re: November 17th MEDCAC Questions - re: "burden”

Cliff and Louis:

1 am at ease with these questions. My only suggestion, RIS CEEIS

On Fri, Sep 3, 2010 at 8:33 AM, Goodman, CLiff <clifford. goodman@]lewin.com> wrote:

Clifford Goodman, PhD

Vice President

The Lewin Group

3130 Fairview Park Drive, Suite 800
Falls Church, VA 22042

tel 703.269.5626

fax 703.2569.5501

clifford. goodman@tewin.com
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WWww.lewin.com:

From: Jacques Louis B. (CMS/OCSQ) [mallto ouis. Jaggues@_cms hhs.gov]
Sent: Friday, September 03, 2010 11:23 AM
To: Goodman Cliff
( hmail.com; Syrek Jensen, Tamara S. (CMS/OCSQ); PASERCHIA, LORI A. (CMS/OCSQ); Fitterman, Leslye
; Pencek, Eileen (CMS/OCSQ); Rollins, James (CMS/OCSQ); Ellis, Maria A, (CMS/0CSQ)
Subject: RE: November 17th MEDCAC Questions - re: "burden”

Cliff, ' : .

Louis

From: Goodman, Cliff

Sent: Tuesday,-August 31, 2010 11:45 AM
To: Jacques, Louis B. (CMS/0CSQ) -

Cc: mail.com
Subject: FW: November 17th MEDCAC Questions - re: "burden”
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Ciifford Goodman, PhD

Vice President

The Léwin Group

3130 Fairview Park Drive, Suite 800
Falls Church, VA 22042

tel 703.269.5626

fax 703.269.5501

clifford.goodman@lewin.com

www._lewin.com

From: Ellis, Maria A. (CMS/0CSQ) [mailto:Maria.Ellis@cms.hhs.qov]
Sent: Tuesday, August 31, 2010 11:29 AM

To: Goodman, Cliff; mail.com

Subject: November 17th MEDCAC Questions

Good J.\Jor?zz'ng!

Attached are the revised questions for the November 17" MEDCAC. If you

agree with the changes, please let me know via email response so that they can be

posted. Please let me know tf I can be of further assistance.
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Health Insurance Specialist

Dnision of Operations and Infonnation Management
Coverage and Analysis Group, OCSQ

(210} 786-0.309

Maria. Ellis@cms.hhs.gov

LR R R R LR R L EE IMPORTANT —_— PLEASE READ IZ R R YRS R LR EE R

This e-mail, including attachments, may include confidential and/or proprietary
information, and may be used only by the person or entity to which it is addressed. If
the reader of this e-mail is not the intended recipient or his or her authorized agent,
the reader is hereby notified that any dissemination, distribution or copying of this e-
mail is prohibited. If you have received this e-mail in error, please notify the sender
by replying .to this message and delete this e-mail immediately.

Fekkkkhkkkkddkh+ TMPORTANT .... PLEASE READ AR ERES AR LEEE R L ERESS

This e-mail, including attachments, may include confidential and/or proprietary
information, and may be used only- by the person or entity to which it is addressed. If
the reader of this e-mail is not the intended recipient or his or her authorized agent,
the reader is hereby notified that any dissemination, distribution or copying of this e-
mail is prohibited. If you have received this e-mail in error, please notify the sender
by replying to this message and delete this e-mail immediately.
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Jacques, Louis B. !CMSIOCSQ! .

From; . Saty Satya-Mu sy ‘dgmail.comj

Sent: Friday, September 03, 2010 7:12 PM

To: Goodman, Cliff

Ce: Jacques, Louis B. (CMS/OCSQ); Syrek Jensen, Tamara S. (CMSIOCSQ) PASERCHIA,

LORI A. (CMS/QCSQ); Fitterman, Leslye (CMSIOCSQ) Pencek, Eileen (CMS/OCSQ);
Rollins, James (CMS/OCSQY); E!Iis. Maria A. (CMS/OCSQ)
Subject: Re: November 17th MEDCAC Questions - re: "burden”

CIiff and Louis:

]l am at ease w:th these questions. My only suggestion, RS

On Fri, Sep 3, 2010 at 8:33 AM, Goodman, Cliff <clifford. goodman@lewin.com> wrote:

Clifford Goodman, PhD

Vice President

The Lewin Group

3130 Fairview Park Drive, Suite 800
Falis Church, VA 22042

tel 703.269.5626

fax 705.269.5501

clifford.goodman@lewin.com

www_lewin.com

From: Jacques, Louis B. (CMS/OCSQ) [mailto:Louis.Jacques@cms.hhs.gov]
Sent: Friday, September 03, 2010 11:23 AM

To: Goodman, Qiff '

: RS il.com; Syrek Jensen, Tamara S. (CMSIOCSQ), PASERCHIA LORI A. (CMS/OCSQ); F:tterman, Leslye
(CMS/OCSQ); Pencek, Elleen (CMS/0CSQ); Rollins, James (CMS/OCSQ); Ellis, Maria A. (CMS/0CSQ)

Subject: RE November 17th MEDCAC Questions - re: "burden”
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Louis

From: Goodman, Cliff
Sent: Tuesday, August 31, 2010 11:45 AM

To: Jacques, Louis B. ({CMS/OCSQ)
Co: TS ogmail.com

Subject: FW: November 17th MEDCAC Questions - re: "burden”
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L
Clifford Goodman, PhD

Vice President

The Lewin Gbup

3130 Fairview Park Drive, Suite 800
Falls Chrurch, VA 22042

tel 703.269.5626

fax 703.269.5501

clifford.goodman@lewin.com

www.lewin.com

From: Ellis, Maria A. {CMS/0CSQ) [mailto: Maria.Ellis@cms.hhs.gov]
Sent: Tuesday; August 31 2010 11: 29 AM

To: Goodman, CIiff; [ERYEY

Subject: November 17'Ih MEDCAC Questlons

Good Morning!

Attached are the revised questions for the November 17" MEDCAC. If you
agree with the changes, please let me know via email response so that they can be
posted. Please let me know 1f I can be of further assistance.

Healtlh Insurance Specialist

Division of Operatrons and Infonnatron Mapagcinent
Coverage and Analysis Group, OCSQ

(4700 786-0309

Maria Ellis@cms.hhs.gov

A hkkkddk ok ok ok Ak IMPORTANT - PLEASE READ *******‘*‘k******\&****
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This e-mail, including attachments, may include confidential and/or proprietary
information, and may be used only by the person or entity to which it is addressed. If
the reader of this e-mail is not the intended recipient or his or her authorized agent,
the reader is hereby notified that any dissemination, distribution or copying of this e-
mail is prohibited. If you have received this e-mail in error, please notify the sender
by replying to this message and delete this e-mail immediately.
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;j_acques, Louis B. (CMS/OCSQ)

From: ‘ : Brocato-Simons, Patricia M. {CMS/OCSQ)
Sent: Wednesday, September 01, 2010 11:05 AM -
To: . Hake, Cynthia S. (CMSICMM) Eggleston, Felicia Y. (CMSICMM) Fagan, Ann B.

: {CMSICMM) Mason-Wonsley, Marsha M. (CMS/CMM); Brooks, Gaysha M. (CMS/CMM);
. ~ Motsiopoulos, Diana S. (CMS/CMM)
Cc: ' Graves, Patricia A, (CMS/QCSQ); Jacques, Louis B. (CMS/OCSQ); Belle, Wanda M.
{CMS/OCSQ); PASERCHIA, LOR! A (CMS/OCSQ); Rollins, James (CMS/OCSQ); Pencek,
Eileen (CMS/QCSQ); Fitterran, Leslye (CMS/OCSQ)
Subject: RE: There is a HCPCS "C" code for Provenge, currently published

Cindy, et. al: Following up to verify if we’re creating a physician office code for
the January update relative to the Provenge NCD; FYI - Both a MEDCAC and
techrology assessment are planned as part of our analysis, with the proposed
decision released on or around 3/30/11, along with the proposed CR, foliowed by a
final decision on or around 6/30/11. Thanks. Patti

From: Jacques, Louis B. (CMS/0CSQ)

Sent: Wednesday, August 04, 2010 11:36 AM

To: Brocato-Simons, Patricia M. (CMS/0CSQ); Beile, Wanda M. (CMS/OCSQ); PASERCHIA, LORT A, (CMS!OCSQ), Rolfins,
James (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Fitterman, Leslye (CMS/OCSQ)

Cc: Graves, Patricia A. (CMS/0CSQ)

Subject: FW: There is a HCPCS "C" code for Provenge, currently published

FY!

From: Hake, Cynthia S. (CMS/CMM)

Sent: Wednesday, August 04, 2010 11:33 AM

To: Jacques, Louis B. (CMS/0CSQ)

Subject: There is a HCPCS "C" code for Provenge, currently published

Established by HAPG — outside the workgroup process — for use in HOPPS. As you can see by John's note below, we will
likely establish a code in January for use is doctor’s office. '

From: Warren, John F.-(CMS/CMM)

Sent: Wednesday, August 04, 2010 8:14 AM
To: Hake, Cynthia S. (CMS/CMM)

Subject: RE: FYI - Provenge

Yes, C9273. We don’t see a need to code just yet so maybe January for the physi'cian office.

John Warren| Director, Division of Ambulatory Services | Hospital and Ambulatory Palicy Group | Center for Medicare Management | Cenlers
for Medicare & Medicaid Services| 7500 Security Bivd, Baltimore, MD 21244 | Mail Stop C4-01-26 | voice: {410) 786-3633 | fax: {410) 786-4490 |

e-mail: john.warren@cms.hhsgov . et = e ot e it i
From: Hake, Cynthia S. (CMS/CMM) '

Sent: Tuesday, August 03, 2010 5:29 PM-

To: Warren, John F. (CMS/CMM)

Subject: RE: FYI - Provenge

Do you habpen to know if there is 3 “C” code out there for Provenge now? OR are we looking at January for a J code?
Would ask Marjorie about the C code, but she’s vacating.
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From: Warren, John F, (CMS/CMM)
Sent: Tuesday, August 03, 2010 3:40 PM
To: Hake, Cynthia S. (CMS/CMM)
Subject: RE: FYI - Provenge

Paying for it as a drug. OCSQ is doing an NCD.

John \f\{arren| Director, Division of Ambulatory Services | Hospital and Ambulatory Policy Group | Center for Medicare Management | Centers
for Medicare 8 Medicaid Services| 7500 Security Blvd, Baltimore, MD 21244 | Mail Stop C4-01-26 | voice: (410) 766-3633 { fax: (410) 786-4430 |
e-mail: john.warren@ems.hhs.gov ‘ _

From: Hake, Cynthia S. (CMS/CMM) '

Sent: Tuesday, August 03, 2010 2:41 PM

To: Warren, Jobn F. (CMS/CMM}

Subject: FW: FYI - Provenge

Hi John — :

I've missed a couple of workgroup meetings while on a detail, but heard that you formulated a position on this. Can you
tell me in a nutshell? '

Please and thanks!

Cindy

From: Bonnell, Claudia [mailto:Claudia.Bonnell@bcbsa.com]

Sent: Tuesday, August 03, 2010 8:55 AM

To: Hake, Cynthia S. (CMS/CMMY); Baldo, Marjorie D. (CMS/CMM); Gilbreath, Cheryl (CMS/CMM}
Subject: FYI - Provenge :

You probably already know about this.— but in case you don't....

Dendreon's $93,000 Cancer Drug Price Must Be Paid by U.S., Doctors Say

By Tom Randall - Aug 2, 2010

Dendreon Inc.'s $93,000 price tag for its Provenge prostate cancer treatment must be covered under the rules of the us.
Medicare health plan, according to a letter submitted by the American Society of Clinical Oncology.

The Centers for Medicare & Medicaid Services, the government agency that determines which treatments will be
reimbursed, is required by the Social Security Act to pay for all cancer drugs approved by U.S. regulators, the cancer
society said in a public letter submitted to the agency. :

Provenge won marketing rights in the U.S. in April, becoming the first drug designed to train the body’s immune system to
fight cancer. Medicare, the government's health plan for the elderly and disabled, routinely pays for medicines once
they've been approved regardless of price. The agency initiated a yearlong internal review on June-30 to-determine
whether Provenge should be an exception.

“We are concerned that CMS may have plans to examine the issue of whether to cover this therapy for its FDA-approved.
indications,” the Alexandria, Virginia-based cancer society said in a letter posted on a CMS website for public comments.

“This would be both counter-productive and ill-advised.”

‘Dendreon rose 93 cents, or 2.9 percent, to $33.84 at 4 p.m. New York time in Nasdaq Stock Market composite trading.
The stock has declined 33 percent since the drug was approved on April 29

28,000 Doctors

The American Society of Clinical Oncology represents 28,000 cancer doctors and medicat practitioners. The group holds
the world’s biggest annual meeting devoted to cancer drug research.

Treatment with Provenge costs about $93,000 for three doses administered over the course of a month. The medicine
helped patients live about 4.1 months longer than those given a placebo, according to tests used to gain approval.
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Before the review was announced, Don McLeod, an agency spokesman, said Provenge would almost certainty be
covered by Medicare. He declined to comment today on the review. :

The agency doesn't typically make formal determinations on cancer drugs. Instead, it pays claims through the local
contractors who administer payments.

“Under any scenario, we urge CMS to provide clear public statements regarding Medicare's current policies governing the
coverage of this therapy,” ASCO said in the comments to Medicare. “Ambiguity and uncertainty regarding coverage
policies can act as an unacceptable barrier to medically necessary care.”

To contact the reporter on this story: Tom Randall in New York at trandalié@bloomberg.net.
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Jacgués, Louis B. (CMS/OCSQ) - —

From: : Fitterman, Leslye (CMS/OCSQ)
Sent: Monday, August 30, 2010 8:40 AM
To; Jacques, Louis B. {CMS/OCSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ)
Subject: PROVENGE MedCAC & AUA

Louis:

Lori and [ talked with the representatives from AUA on Frlday afiernoon. There suggesiion for a presenter of “late stage prostate
cancer 1017 (e.g.. how assess symiptoms related to cancer. treatment options, etc.) was David F. Penson, M.D.. who was an

investigator in the IMPACT trial. We suggested that they find someone who is a thought leader that was not associated with any of

the PROVENGE trials. They will send us a list of other experts to present early this week.

In addition, we asked about Dr. Patrick Walsh (JH+) tor another role in the MedCAC and were assured that he is a renowned thoaghl

leader.

Leslve
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Jacques, Louis B. (CMS/OCSQ) __ —

From: oo Fitterman, Leslye {CMS/OCSQ)

Sent: : Tuesday, August 31, 2010 9:55 AM

To: Rollins, James (CMS/OCSQ)

Cc: : PASERCHIA, LORI A, (CMS/OCSQ); Pencek Eileen (CMS!OCSQ) Jaoques Louis B.
(CMS/OCSQ)

Subject: Provenge MEDCAC Questions v2 082410 doc revision 3.doc

Attachments: Provenge MEDCAC Questions v2 082410 doc revision 3.doc

Jim: :

Attached please find the MedCAC questions as revised with the input of Saty and Cliff. Are they ready for Maria to send
to Saty and Cliff for their review of this version. <

Leslye
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MEDCAC —November 17,_ 2010
DRAFT QUESTIONS

Autologous Cellular Inmunotherapy Treatment of Metastatic Prostate Cancer
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Jacques, Louis B. (CMS/OCSQ) ' '

From: ‘ Roliins, James (CMS/OCSQ)

Sent: Tuesday, August 31, 2010 10:47 AM

To: Fitterman, Leslye (CMS/OCSQ)

Ce: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/OCSQ); Jacques, Louis B.
: (CMS/OCSQ) :

Subject: : RE: Provenge MEDCAC Questions v2 082410 doc revision 3.doc

Yes, lets forward them to Maria for her ta send them to Saty and Cliff for a final review. Jarollins

From: Fitterman, Leslye (CMS/0OCSQ)

Sent: Tuesday, August 31, 2010 9:55 AM

To: Roltins, James (CMS/0OCSQ)

Cc: PASERCHIA, LORI A. (CMS/OCSQ); Pencek, Eileen (CMS/0CSQ); Jacques, Louis B, (CMS/OCSQ)
Subject: Provenge MEDCAC Questions v2 082410 doc revision 3.doc

Jim:

Attached please find the MedCAC questions as revised with the input of Saty and Cliff. Are they ready for Maria to send
to Saty and Cliff for their review of this version.

Leslye
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Jacques, Louis B. (CMS/OCSQ) | | ;

From: a _ Roliing, James (CMS/OCSQ}

Sent: - _ Monday, August 16, 2010 3:33 PM

To: ’ Jacques, Louis B. (CMS/OCSQ)

Ce: Fitterman, Leslye (CMS/OCSQ)

Subject: FW: Brownback provenge ikf 081610.doc

Attachments: Brownback provenge Ikf 081610.doc

Louis, here is the response to a request from a constituent of Senator Brownback. We have the incoming information.
larollins

?mm: Fitterman, Leslye (CMS/OCSQ)

Sent: Monday, August 16, 2010 2:17 PM

To: Rollins, James (CMS/0CSQ)

Subject: Brownback provenge Ikf 081610.doc
Jim:

Attached s the draft response to Senator Brownback. It includes portions from the responses edited by Louis sent to
Senator Webb and Representative Rohrabacher to address the specific issues in this inquiry.

Leslye
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(Do not type date)

The Honorable Sam Brownback
- United States Senate
11111 West 95, Suite 245
Overland Park, KS 66214
Attention to: Shawn Cowing
(b)(6) '

Dear Senﬁtor Brownback:
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Sincerely,
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