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Centers for Disease Control
and Prevention (CDC)
Atlanta GA 30333

January 27, 2021

Elizabeth Brehm

Siri & Glimstad

200 Park Ave

17th Floor

New York, NY 10166

Via email: foia@sirillp.com

Dear Ms. Brehm:

This letter is regarding to your Centers for Disease Control and Prevention and Agency for Toxic Substances
and Disease Registry (CDC/ATSDR) Freedom of Information Act (FOIA) request of October 23, 2020,
assigned #21-00123-FOIA, for:
1. Any communications sent or received by Nancy Messonnier to or from representatives, directors,
officers, or employees of GlaxoSmithKline (or Glaxo or GSK) while the Deputy Director or Director
of the National Center for Immunization and Respiratory Diseases (NCIRD).

2. Any communications sent or received by Nancy Messonnier to or from representatives, directors,
officers, or employees of Sanofi while the Deputy Director or Director of the National Center for
Immunization and Respiratory Diseases (NCIRD).

3. Any communications sent or received by Nancy Messonnier to or from representatives, directors,
officers, or employees of Merck & Co. while the Deputy Director or Director of the National Center
for Immunization and Respiratory Diseases (NCIRD).

4. Any communications sent or received by Nancy Messonnier to or from representatives, directors,
officers, or employees of Pfizer while the Deputy Director or Director of the National Center for
Immunization and Respiratory Diseases (NCIRD).

We located 493 pages of responsive records (163 pages released in full, 162 pages released in part, and 168
pages withheld in full). After a careful review of these pages, some information was withheld from release
pursuant to 5 U.S.C. §552 Exemptions (b)(4) and (b)(6).

EXEMPTION 4

Exemption 4 protects trade secrets and commercial or financial information obtained from a person that is
privileged or confidential. The information withheld is commercial or financial information, such as
proprietary information, and we have determined that the individual/s to whom this information pertains
have a substantial commercial or financial interest in withholding it.

EXEMPTION 6

Exemption 6 protects information in personnel and medical files and similar files when disclosure would
constitute a clearly unwarranted invasion of personal privacy. The information that has been withheld under
Exemption 6 consists of personal information, such as phone numbers and email addresses. We have
determined that the individual(s) to whom this information pertains has a substantial privacy interest in
withholding it.

You may contact our FOIA Public Liaison at 770-488-6277 for any further assistance and to discuss any
aspect of your request. Additionally, you may contact the Office of Government Information Services
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(OGIS) at the National Archives and Records Administration to inquire about the FOIA mediation services
they offer. The contact information for OGIS is as follows: Office of Government Information Services,
National Archives and Records Administration, 8601 Adelphi Road-OGIS, College Park, Maryland 20740-
6001, e-mail at ogis@nara.gov; telephone at 202-741-5770; toll free at 1-877-684-6448; or facsimile at 202-
741-5769.

If you are not satisfied with the response to this request, you may administratively appeal by writing to the
Deputy Agency Chief FOIA Officer, Office of the Assistant Secretary for Public Affairs, U.S. Department of
Health and Human Services, Hubert H. Humphrey Building, 200 Independence Avenue, Suite 729H,
Washington, D.C. 20201.You may also transmit your appeal via email to FOIARequest@psc.hhs.gov.
Please mark both your appeal letter and envelope “FOIA Appeal.” Your appeal must be postmarked or
electronically transmitted by April 27, 2021.

Sincerely,

Roger Andoh

CDC/ATSDR FOIA Officer

Office of the Chief Operating Officer
(770) 488-6399

Fax: (404) 235-1852

Enclosures

21-00123-FOIA
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From: nar5@cdc.gov

Sent: Fri, 16 Dec 2016 16:10:41 -0500

To: Patricia Novy

Subject: Re: Requesting your interest and availability for a GSK advisory board- Response
Requested

Sure.

On Dec 16, 2016, at 4:05 PM, Patricia Now wrote:

Patricia Novy, PhD

G5K
Emai
Mob

From: Messonnier, Nancy (CDC/OID/NCIRD

Sent: Friday, December 16, 2016 3:55 PM

To: Patricia Novy

Subject: RE: Requesung your imeresy anu avanability for a GSK advisory board- Response
Requested



From: Patricia Now

Sent: Friday, Decer

To: Messonnier, Nz

Subject: Requesting your interest and availlability tor a 35K advisory board- Response
Requested

Dear Dr. Messonnier,

GSK is planning a two-day advisory board covering topics relevant to meningococcal
vaccines, both licensed and investigational. On behalf of Kumaran Vadivelu, MD, Global
Medical Affairs Lead for Neisseria/Meningococcal Vaccines and the US Neisseria Team, |
would like to check your interest in participating in the advisory board and your potential
availability for the below proposed dates. The location for the advisory board will be
Atlanta, GA. Please reply and indicate with a “yes or no” your interest in participating in
the advisory board and then indicate your availahility with a “yes or no” for all the
proposed dates. Since we need to reserve meeting space and hotel rooms, a response by
Friday afternoon, December 23" would be greatly appreciated. If you are unable to attend
but would like to propose an alternate individual, please feel free to let me know your
thoughts.

I am interested in participating in GSK’s meningococcal vaccine advisory board (Yes/No):

I would be able to attend if held on the following dates:
March 28-29 (Yes/No):

March 30-31 (Yes/No):

April 6-7 (Yes/No}:

Thank you very much and kind regards,
Trisha

Patricia Novy, PhD

GSK
Email
Mobili



GSK monitors email communications sent to and from GSK in order to protect
GSK, our employees, customers, suppliers and business partners, from cyber
threats and loss of GSK Information. GSK monitoring is conducted with
appropriate confidentiality controls and in accordance with local laws and after
appropriate consultation.

GSK monitors email communications sent to and from GSK in order to protect
GSK, our employees, customers, suppliers and business partners, from cyber
threats and loss of GSK Information. GSK monitoring is conducted with
appropriate confidentiality controls and in accordance with local laws and after
appropriate consultation.



From: nar5@cdc.gov

Sent: Tue. 11 tul 2017 13:58:13 -0400
To:
Subject: Ke: Protein Sciences Press Release

Thank you for the heads up

OnJul i1, 2017, at 1:37 PM, vrote:

Greeting Nancy and Amanda-

Attached a press release for the announcement we are making today regarding our bid to
purchase Protein Sciences.

Fast-moving and early in the process, | wanted to be sure you were aware of this initial
step, and address any questions you might have.

F'd welcome any thoughts you might have -
Julian

<Protein Sciences PR v06072017 8h15CET FINAL.docx>



From: nar5@cdc.gov

Sent: Tue, 20 Feb 2018 20:27:07 -0500

To: Leonard Friedland

Cc: Shimabukuro, Tom (CDC/0OID/NCEZID); Dooling, Kathleen L.
{CDC/OID/NCIRD);Barbara Howe;Debora Rausch

Subject: Re: Len Friedland - GSK Vaccines

Got it. Thanks.

On Feb 20, 2018, at 6:24 PM, Leonard Friedland yrote:

Dear Nancy, Tom and Kathleen,
Tom thank you for the call today. Kathleen also called my colleague Deb Rausch.

We appreciate CDC noting during the ACIP meeting agency updates that reports have been
received regarding Shingrix being administered SC, rather than IM, and patients not being
instructed to return for dose 2 in the series; and that a MMWR “notes from the field” will
be forthcoming to educate providers on proper administration and dosing schedule of
Shingrix. We would like to make sure that you are aware that GSK has also received reports
involving improper storage and use with diluent other than ASC1 diluent supplied by GSK.

For your information, below is a copy of a letter GSK has provided to various organizations
(eg. NFID, JAC, APhA, ACP) asking their assistance in reinforcing important education and
communication about the storage, reconstitution and route of administration for
Shingrix.

Nancy, GSK would appreciate if you would note the information in red below during the
agency update which cover 1} proper storage requirements, 2} proper route of
administration and 3} the need to reconstitute with the adjuvant (AS01) diluent supplied.

I will be at ACIP and welcome the opportunity to discuss further with you.

Best regards, Len

Shingrix (Zoster Vaccine Recombinant, Adjuvanted), referred to as “RZV” by CDC, was
approved for use by the US Food and Drug Administration {FDA) on October 20, 2017. As
this new vaccine begins to reach clinics and pharmacies, and ultimately patients, we
understand that this new vaccine is entering a medical community which is accustomed to
the storage and administration requirements of another vaccine (Zoster Vaccine Live {ZVL))
for over a decade.

GSK has received a small number of reports from the fieid of maladministration of
RZV. These reports of observed usage of RZV suggest that the root cause of



maladministration has been the utilization of the storage requirements and route of
administration established for ZVL. Since ZVL and RZV have different storage requirements
and routes of administration, we ask that you include in your communications regarding
RZV the specific storage and administration requirements of Shingrix.

We ask for your support to help ensure that the storage and administration of RZV is
executed according to the instructions outlined in the FDA approved product labeling.
Please-include and emphasize the following information in your education and
communications on RZV to reinforce its proper storage, reconstitution and
administration:

Thank you for your review and consideration. We look forward to partnering with you to
assure that RZV is stored, reconstituted and administered appropriately to maximize
effectiveness and patient safety.

Lecnard Friedland, MD
VP, Scientific Affairs and Public Health
GSK Vaccines

GSK monitors email communications sent to and from GSK in order to protect
GSK, our employees, customers, suppliers and business partners, from cyber
threats and loss of GSK Information. GSK monitoring is conducted with
appropriate confidentiality controls and in accordance with local laws and after
appropriate consultation.









Unfortunately, | don’t see a large positive movement in the overall data based on the summary slide of
ped vs adult sales, but anecdotally, the pediatric providers are certainly trying.

Please let me know if this continues to be useful for you as well as any questions or suggestions.

As always regarding this - and any messaging which we could amplify - we would be very interested in
mare granular caonversations between our subject matter experts while there is still time to shape
messaging, particularly flu.

| welcome your feedback and thoughts —
Julian



From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Wed. 26 Aue 2020 14:14:56 +0000
To:
Subject: KE: cnat

From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Sent: Tuesday, May 5, 2020 1:33 PM
To

Sl..lu,;..;.;. [WIRT FAY

Let me know if you have a few minutes to talk about COVID vaccines.
Nancy



From: Messonnier, Nancy (CDC/OID/NCIRD)

Sent: Thu, 8 Feb 2018 22:10:09 +0000

To: Ogden, Lydia

Subject: Re: Invitation to Participate - "100 Years of influenza Pandemics and Practice:
1518-2018

Attachments: image001.jpg, image002.png, image004.png, image(d5.png, image006.png,
image007.jpg

Thanks.

On Feb §, 2018, at 4:42 PM, Ogden, Lydia wrote:

From: Krmpotich, Jane C

Sent: Thursday, February 08, 2018 4:33 PM

To: Sterk, Nancy

Cc: Painter, Elizabeth {CDC/OID/NCIRD) (CTR); Ogden, Lydia; Messonnier, Nancy
{CDC/OID/NCIRD); Cozart, Barbara (CDC/OID/NCIRD)

Subject: RE: Invitation to Participate - "100 Years of Influenza Pandemics and Practice:
1918-2018



























From: Messonnier, Nancy (CDC/OID/NCIRD)

Sent: Tue, 14 Apr 2015 13:40:35 +0000
To: York, Laura
Subject: Re: process question

Sure but am at coid so need to do it during the break

On Apr 14, 2015, at 8:15 AM, York, Laura wrote:
Hi Nancy
Would you have time to chat for 15 minutes this afternoon? I've an ACIP process
question.
Thanks

Laura



From: Messonnier, Nancy (CDC/OID/NCIRD)

Sent: Thu, 18 Jun 2015 19:13:19 +0000
To: York, Laura
Subject: Re: know that you are busy with MERS but...

New enforcement of a rule - if a person comes to CDC more than 5 days/year they're supposed
to have fingerprints and a badge. Most ACIP regulars come 6 days/year and have this
requirement waived, but for some people who come more often, apparently, they want to
enforce.

Cindy is seeing what she can do.

On Jun 18, 2015, at 3:03 PM, York, Laur T Wrote:

To: Weinbaum, Cindy (CDC/OID/NCEZID)
Cc: York, Laura
Subject: FW: know that you are busy with MERS but...

From: York, Laurz

Sent: Thursday, Juie o) cosw covv 11

To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: know that you are busy with MERS but...

Hey there. Fam having an issue with getting security clearance for the ACIP meeting.
Security is asking for fingerprints... | need a CDC number, as if [ am warking at CDC — and
this too is a “tengthy process”....

Seriously? (one Security lady on the deck greets me by name!)

Any thoughts?



From: Messonnier, Nancy (CDC/OID/NCIRD)

Sent: Mon, 14 Mar 2016 15:39:51 +0000

To: York, Laura

Subject: Re: okay - now | can say Congrats!! (?)

Thank you.

On Mar 14, 2016, at 11:18 AM, York, Laura L wrote:
Hi Nancy

I just received a note saying that you had accepted the position of Director, NCIRD as of
April At Now that it is official, my sincere congratulations. You deserve the recognition!

Warm regards
Laura




































From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Fri, 6 5ep 2019 19:10:25 +0000

To: Jodar, Luis

Cc: Cohn, Amanda (CDC/DDID/NCIRD/OD);Cane, Alejandro;Cocero, Nanette
Subject: RE: Re-defining the contacts between Pfizer medical and CDC

From: }odar, Lui

Sent: Tuesday, Scpiciimn o, conn suamo

To: Messonnier, Nancy {CDC/DDID/NCIRD/OD) <nar5@cdc.gov>

Cc: Cohn, Amanda (CDC/DDID/NCIRD/OD) <ancO@cdc.gov>; Cane, Alejandro
Cocero, Nanette

e e wermnng uine wonactS between Pfizer meaical ana Lo

Dear Nancy,

| hope this emait finds you well and you have had a great labor day week-end.

| am writing to you to inform you about a few changes in the Pfizer Vaccines Medical and Scientific
organization with the aim at optimizing and streamlining the retationships between Pfizer vaccines
medical and CDC colleagues.

Alejandro Cane has been appointed the new US Vaccines Medical and Scientific Affairs Lead replacing
Raul Isturiz and reporting to me. He will be the primary contact to all things related to ACIP, and will

liaise directly with both Amanda Cohn and Barbara Mahon.

For the specific vaccines working groups the point of contact for general communications will be
Vincenza Snow, supported by Pfizer subject matter experts from different vaccines.

On a related topic, we have a new Glohal President, Nanette Cocero, and we would be delighted to
meet with you in person at your convenience to discuss areas of mutual interest.

| will always be at your disposal should any communications between you and | were needed.
Best regards,

Luis



Dr. Luis Jodar
Chief Medical and Scientific Affairs Officer, Vaccines
Pfizer Inc.



From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Tue, 12 Nov 2015 00:28:27 +0000
To: Grabenstein, fohn D.
Subject: Re: European registration of Merck V920 Ebola vaccine

Congratulations and thanks for the heads up.
From: Grabenstein, John D.
Sent: Monday, November 11, 2019 /:26:08 PM
To: Choi, Mary loung (CDC/DDID/NCEZID/DHCPP) «whz22 @cdc.gov>; Messonnier, Nancy
{CDC/DDID/NCIRD/OD) <nar5@cdc.gov>; Cohn, Amanda (CDC/DDID/NCIRD/OD) <ancO@cdc.gov>
; Robert
+hah, Anant C

Subject: European registration of Merck V920 Ebola vaccine

Dr. Messonnier, CAPT Cohn, Dr. Choi,

This is a courtesy message to alert you that the European Medicines Agency {EMA) today granted
registration to Merck’s Ebola Zaire Vaccine {rVSVAG-ZEBOV-GP, live), also known as V920 and now
‘Ervebo.” EMA reviewed this vaccine under EMA' rogram and it was granted

conditional marketing authorization within the EU,

Please allow me to emphasize that this European decision has no bearing on the US status or availability
of V920, insofar as the US Food & Drug Administration (FDA) has not yet reached a decision about V920.

V920 remains an Investigaticnal New Drug {IND) within the USA.

This EMA website reperts the product in its CHMP-recommended status of mid-October 2019. The site

will change shortly, we expect.



| have attached the European Summary of Product Characteristics (SmPC), for your background
information. This document or a similar version will appear at the EMA website in coming days. We
would expect any language that FDA might approve sometime in the future to be different, to some
greater or lesser extent that we cannot currently anticipate. We make no promise about what future

action, if any, FDA may take.

Best regards, John

John D. Grabenstein, RPh, PhD

Executive Director, Global Medical Affairs -- Vaccines
Merck Research Laboratories

351 N. Sumneytown Pike, UG-2B09

North Wales, PA 19454-2505

desk

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

hitp:/fwww.merck.com/contact/contacts.html) that may be confidential,
propretary copyrighted and/or legally privileged. It is intended solely

tor the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

pleasc notify us immediately by reply e-mail and then delete it from

your system.



From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Fri, 25 Oct 2015 17:14:33 +0000
To: Coen, Lisa
Subject: RE: Thank you

From: Coen, Lisz

Sent: Friday, Oclowc: o, cuis voro A

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD) <nar5@cdc.gov>; Cehn, Amanda (CDC/DDID/NCIRD/OD)
<ancO@cdc.gov>; Aleshire, Noah (CDC/DDID/NCIRD/OD) <uwo2®@cdc.gov>; MacNeil, Jessica R,
{CDC/DDID/NCIRD/OM <aiif@rcdr.onv>: Mahnn, Barbara (CDC/DDIN/NCIRD/DRMY chAdm3I@rdr gov>
Cc: Hering, Forte, Carolin Snow,
Vincenza T ane, Alejandro

Subject: Thank you

Dear Nancy, Amanda and team — on behalf of my colleagues, thank you for meeting with us yesterday
and being so generous with your time during such a busy week for you. We appreciated the opportunity
to have a candid and open discussion on improving our working relationship with you and your team
members.

We're looking forward to working together going forward and will be circling back soon with Noah and
Barbara on next steps. Thank you again.

Kind regards,
Lisa

Lisa Coen
U.S. Public Affairs | Pfizer Vaccines
pPuniiy C e T s e - L BE 20004



From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Thu, 2 Jan 2020 17:32:09 +0000

To: Ritchey, Julian /US

Cc: Cohn, Amanda (CDC/DDID/NCIRD/OD);Grohskopf, Lisa A.
{CDC/DDID/NCIRD/ID});Pope, Kristin {CDC/DDID/NCIRD/OD)

Subject: RE: influenza EQ outreach

Attachments: Thompson_Comparative Immunogenicity.pdf

From: Ritchey, tulian /US

Sent: Wednesday, Janua ¥ L, LULY L1 1/ II¥]

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD) <nar5@cdc.gov>

Cc: Cohn, Amanda (CDC/DDID/NCIRD/OD} <ancO@cdc.gov>; Grohskopf, Lisa A. {CDC/DDID/NCIRD/ID)
<lkgb@cdc.gov>; Pope, Kristin {CDC/DDID/NCIRD/OD) <kfp7 @cdc.gov>

Subject: RE: Influenza EO outreach

Nancy —

| hope this finds you well and having enjoyed some downtime at the end of the year.

Following up on our pre-holiday call with Dr. Redfield. [t was reassuring to hear thoughts from both of
you on the meaning and course of the EQ. Please count on us to help in any way we can to maximize
the benefits and progress toward new technology while meeting the needs that our current vaccine
options can provide....and provide to many more people than who take advantage of them today.

Your comment during the conversation regarding the CID study was noted and appreciated by myself
and my team. We have since seen that data and are heartened by these early findings and their support
for continued innovation. Would it be possible to connect with members of your team to discuss these
results and how you anticipate messaging around them as these are important data for product
development decision-making?

Thank you again -
fulian

From:

Date: rriudy, vecemuer o, £u1z du 1uicl AM

To: "Ritchey, Juli:

Cc: Amanda Cohr . Kristin Pope

wammegmwns oens e JAL] RE: Influenza EO outreach



Qeal sender |

From: Ritchey, fulian /U

Sent: Thursday, December 2, 2uLs 444 Fivi

oo " *lancy (CDC/DDID/NCIRD/OD) nda (CDC/DDID/NCIRD/OD)
Grohsbnnf 1ien A {EDC RN Pope, Kristin

{LDC/DLID/NUIRD/OD) -

Subject: Influenza EQ autreacn

Dear Nancy, et al,

| am reaching out to share a letter we recently sent to Dr. Kadlec to express our support, cancerns, and
suggestions related to the White House Influenza EQ. As follow-up to this communication, we have
been reaching out to Task Force stakeholders to share and discuss these thoughts.

We have secured time with Dr Redfield next Tuesday to discuss CDC engagement broadly and I see on
the latest planner you have been included. 1 wanted to both share the context of the meeting and offer
to discuss this as a separate group more specific to the key role we hope ACIP will be recognized as
playing in any influenza policymaking especially as it regards impacts on seasonal immunization.

The letter is being shared with Dr. Redfield’s office shortly as a pre-read for the call. Please let me know
if you would be interested in discussing further.

Be well —
Julian






SD vaccine, the I1D vaccine induced significantly higher anti-
body responses and provided better efficacy than the SD
vaccine asainst laboratory-confinned influenza among older
adults 4 recombinant HA-protein quadrivalent influenza
vaccine, FluBlok, includes 180 pg of HA (45 pg of each HA),
nradiced by Baculovirus expression in insect SF9 cell culture
This vaccine was more efficacious than an 8D vaccine
ws paveoqling polymerage chain reaction—confirmed influenza
among adults aged 250 year
Although there s some eviaence Lo support improved pro-
tection amnng older adults for these 3 enbhanced influenza vac-
cines, multiple knowledge gaps remain. The immunogenicity of
enhanced vaccines has not been directly compared against the
sane influenza vaccine antigens within the saine population.
This is especially important for the A{}H3N2) vaccine compo-
nent, given the lower clinicat effectiveness against A(H3N2) ill-
ness among clder adults nd the effects of egg adaptations
-“--rved in association ...... A(H3N2) vaccine components
Therefore, we conducted a randomized, controlled trial to
examine immune responses to 3 enhanced influenza vaccines,
compared to SD vaccines, in community-dwelling older adalts.
Because antibody responses have limitations as nredictors of
vaccine efficacy, especially among older adults we also
compared T-cell responses to the vaccines suenvagh large
vaccine efficacy trials will ultimately be needed to clarify the
relative preventive bencfits of enhanced vaccines amoeng older
adults, over the course of this immunogenicity trial we aim to
directly quantify and compare relative differences in iinmune

responses to inform this substantial future investment.

METHODS

Recruitment and Follow-up of Parlicipams

We enrolled community-dwelling older adults who were: (1)
65-82 years of age; (2) residing in Hong Kong; and (3) had
not already received the Northern hemisphere 2017-2018
formulation of the influenza vaccine. Minor exclusion cri-
teria and details on recruitiment methods are described in the

coemuor v e o ~Xamine alternative combinations of
repeated vaccinations with SID and enhanced vaccines in fu-
nts to 11 dif-
I Year 1, we

1 1 - Bl

ture years of this tri
terent groups (see th
randoinized 3/11 (2/%) parncipants to receive an SD quad-
rivalent vaccine (0.5 mL FluQuadri), 3/11 (27%) to receive a
trivalent MF59-adjuvanted vaccine (0.5 mL FLUAD, Segirus),
3/11 (27%) to receive a trivalent high-dose vaccine (0.5 mL
Fluzone High-Dose, Sanofi Pasteur), and 2/11 (18%) to re-
ceive a quadrivalent recomhinant-HA vaccine (0.5 mL Flublok,
Sanofi Pasteur}). All vaccines included the sirains recommended
for the Northern hemisphere 2017-2018 formulation: namely,
the A/Michigan/45/2015(HIN1)-like virus {clade 6B.1), A/

Hong Kong/4801/2014{H3N2)-like virus {clade 3C.2a), and B/
Brishane/60/2008-like virus (Victoria lineage; clade 1A}, and the
quadrivalent vaccines also included the B/Phuket/3073/2013-
like virus (Yamagata lineage; clade 3).

We used R softwar- *- —---oots - Blo ol e d

tion sequence (see tl

-=-*zed alloca-

which was
concealed from the stuay stan. sway vacanes were repackaged
inte numbered boxes, based on the allocation sequence, by a
research assistant who had no contact with participants. The
study was blinded to participants, researchers, and laboratory
stalf, but was nol blinded to the nurse who removed the vaccine
from the numbered box and administered it. Randomization
was done immediately prior to the administration of the vac-
ciue for each participant.

We collected a 9 ml blood sample from each participant im-
mediately prior to vaccination and 30 days (range, 26-35 days)
’ ’ Dset of 10% of
was invited to

after vaccination. .
participants (see th

provide an additior le-blood speci-

mens at baseline, 7 days, and 30 days after vaccination for the
extraction of peripheral blood mononuclear cells (PBMCs) and
testing for cell-mediated imimnune responses to vaccination.

Aller vaccination, participants were observed for 15 minutes
for acute reaclions, and contacted at 1, 3, 7, and 14 days after
vaccinalion Lo record any adverse events. During the 30-day
postvaccination visit, we collected information on any serious
adverse events since vaccination.

Ethics

Signed, intormed consent was obtained from all participants.
The study protocol was approved by the Institutional Review
Board of the University of Hong Kong.

Laboratory Methods

A subsel of 200 pairs of Day 0 and Day 30 sera from each ol
the 4 vaccine groups were selected, including all sera from
the participants in the nonrandom 14% subset who provided
PBMCs, plus a random sample of the other participants {see the
Serawere tested by hemagglutination
_ainst egg-propagated vaccine strains
AfSingapore/GP1908/2015 (A/Michigan/45/2015[HIN1]-like
virus}), A/long Kong/4801/2014{H3N2), B/Brisbane/60/2008,
and B/Phuket/3073/2013. In addition, we tested the sera by
virus microneuntralization (MN) apgainst cell-propagated A/
Hong Kong/4801/2014(H3N2), because the cell-propagated
virus, which is more similar to th~ v lrtime srninn Failad oy

agplutinate red blood cells (see th
In a suhset of 20 parlicipants in caus v L ¢ vacte groups,
influenza-specific CD4™ and CD8" T-cell responses against influ-
enza A{HIN1), A(H3N2), and B vaccine strains were assessed by
flow cytometry for interferon (IFN)-v*production after in vitro

stimulation (see th to deterinine

2 CID 2019:XX (XX XXXX) » Cowtiagct al

0ZO7 Aenuer z0 uo 1586 Ag 9LGE/0SIPE0L ZIVPEEEN L D L I0PATESOE-910 U B-30UZADE, IO TNO dluepea e sy Wt papeoumor]



CD8" and CD4" T-cell recall responses at Day 7 and meinory re-
sponses at Day 30, compared to prevaccinaticn {Day 0,

Outcome Measures

Following the approach taken by a recent review of random-
ized trials comparing the immunogenicity of alternative influ-
enza vaccing types among older adults he primary cutcome
measures relate lo the immune responses, measured by anti-
body titers against the vaccine strains in each enhanced vaceine
group, compared Lo SD), including; (1} the proportion of parti-
cipants whe achieved a 4-fold or greater rise in postvaccination
titers from Day 0 to [ay 30 with a postvaccination titer 240; and
(2} the peometric mean titer (GM'T) at [2ay 30. In addition, we
exantined 3 protocol-specified secondary outceme measures: (1)
the proportion of participants who achieved a postvaccination
(Day 30) antibody titer 240 (and further elevated titers of 280
and 2160); (2) the fold rise of vaccine-specific IFN-y" CD4" and
IEN-y' CD8' T-cell responses at 7 {acute) and 30 (mermory) davs
postvaccination, compared Lo prevaccination (Day 0); and (3) Lhe
rate of adverse events within 30 days after each vaccination.

Statistical Analysis

We estimated the proportion of participants with a 24-fold rise
in antibody titers that led to a postvaccination titer 240, the
GMT: at Day ¢ and Day 30, and the mean fold rise (MFR) from
Day 0 to Day 30, with 95% confidence intervals. We calculated
the ratio of postvaccination GMTs in each enhanced vaccine
group, compared to the postvaccination GMT in the SD group,
with 95% confidence intervals. We estimated the proportions
of participants with postvaccination titers 240, 280, and 2160
in each vaccination group, and compared the proportions in
the other 3 vaccinalion groups versus an SD quadrivalent in-
{(luenza vaccine {QIV), using Chi-squared tests. Although
P values <.05 were considered statistically significant in order
to eptimize sensitivity to differences between exposure groups,
we considered as noteworthy any patterns of effe-+= +hat were
repeated across outcomes. As previously noted with a
P value threshold <.05, a statistically significant ciuviece can
be observed evenr when 95% confidence intervals for the esti-
mate overlap. All statistical analyses were conducted using R
version 3.4.3.

Screenin Screened
g (n=3283)
Y
Randomized
Enrotiment (n=1861)
L 4 h h 2 b
Standard MF59- High dose Recombinant-HA
Allocation dose QIV adjuvanted TIV T high dose QIV
(n=508) {n=508) {(n=51Q) {n=335)
L 4 h
Collected Coliected Collected Collecled
Foliow-up 30 bleod 30 biood D30 blood D30 blocd
(n=499) {n=500) (n=505) n=322)
Y Y Y L
200 subjects with DO & D30 | | 200 subjects with DG & D30 | | 200 subjects with DD & D30 | | 200 subjects with DO & D30

Analysis

biood tested, including:
53 who proviged extra blood,
plus 147 randomly selected

blood tested, including:
45 who prowided extra blood,
plus 155 randomly setected

blood tested. including:
41 who provided exira blood,
plus 158 randomly selected

blood tested, including:
27 who provided extra blood.
plus 173 randomly selectsd

Figure 1. Flow chart of participants through the study, and selaction of 200 participants per group for serelogic analysis. Abbreviations: D, day; HA, hemagafutinin, Q4.

quadrivalent influenza vaceine; MY, trivalent influgnza yaccine,
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GMTR {95% Cl} GMTR (95% CI) GMTR {95% Ci) GMTR (95% Ch GMTR (95% G}
Standard dose 1.00 1.00 1.00 1.00 1.00
MF59-adjuvant 137 (1.05-1.78) 1.31 (1.05-1.53) 1.43 {1.09-1.89) 1.08 {0.85—1.38) 0.52 (0.42 - 0.85)
High dose 1.80 (1.38 - 2.36) 1.35 (1.08 - 1.69) 1,33 {1.01-1.75} 1.49 (1.17-1.88) 0.56 (0.44 - 0.70)

Recombinant-HA 1.23 {0.93 —1.83) 1.60 (1.29-1.99)

2,57 {1.99-3.31} 1.02 (0.80 - 1.29) 1.08 (0.86 - 1.35)

Figure 2. Compansons ot postvaccination geometric mean anfigody titers in each of the enhanced vactine groups, compared to the poshvaccination geometric mean
titer m the standard-doso OV group in = 200 indsvidoals per group) Values significantly different trom 1.0 are hightighted in bald. Nate that a B/Yamanata lineage virus
was not included in the MFb9-adjuvanted TIV and the high-dose TiV Antigens used were A/Singapore/GPT30B/2015 (A/Michigan/45/2015HINT]-lke virush A/Hong

Kong/4801/2614{H3N2), wilh bath egy-propagated amd cell-propagated varianls;

B/Brisbane/60/2008, and B/Phuket/3073/2013. Abbreviations: C, confidence inlerval;

GMT, geometric mean lier; GMTR, gepmetric mean tier ratio comparing post-vaceinalion geometric mean biters between enhanced vaceme groups and the standard dose
group: HA, hemagglutinin, HAI, hemagalutination inhibition assay: MM, micraneutralization assay, QIY, guadrivalent influenza vaccine; TIV trivalent influenza vaceine.

significant rises in T-cell responses from Day 0 to Day 30 were
noted for the recombinant-HA vaccine against A(HINI) and
B/Victoria and {or the MF59-adjuvanted vaccine against B/
Victoria; no significant rises in the SD group were observed.
IEN-y" CD8" T cells to B/ Victoria increased from Day 7 to [day
30 for all 3 enhanced vaccines; this trend was statistically sig-
uificant when contrasted with a decline in ‘I cells among S1D
vaccinees.

For influenza-specific IFN-y* CD4" T-cell responses, statis-
tically significant rises in T-cell responses were noted at 7 and/
ar 30 days postvaccination for the enhanced vaccines, though
none of these were statistically significantly higher than the
trend for the SD vaccine. Overall, the recombinant-HA vaccine
caused sustained memory IFN-y' CD4' T-cell responses by sig-
nificantly increased Day 30 mean fold rises for 3 of 3 viruses
tested. whilst the HD vaccine increased CD4™ T-cell Day 30
memory fold rises for 2 of 3 viruses and the MF59-adjuvanted
vaccine resulted in early Day 7 rises for 2 of 3 viruses and sus-
tained memory rises for only I of 3 viruses. SD group had a sig-
nificant rise in CD4" T-cell response to 1 virus at day 7 and no
significant rises for all 3 viruses tested at Day 30.

The rate of contraction of T-cell responses from acute Day
7 to memory Day 30 was ° o T ’
Day 30, divided by Day 7
We did not observe statist
pansions) lor virus-specific CD4™ T cells for any vaccines. For
virus-specific CD8* T cells, a significanl difference for the fold

change from acute Day 7 to memory Day 30 responses was
noled lor B/Victoria only. Among those receiving the SD vae-
cine, B/Victoria-specific CD8" T cells significantly contracled by
0.65-fold from 7 to 30 days postvaccination. In contrast, among
those receiving the enhanced vaccines, B/Victoria-specific
CD8" T ¢ells continued to increase by 1.34- to 1.40-fold from
Day 7 to Day 30 (P values all <05, compared to the standard
vaccine group); therefore, enhanced vaccines maintained and
expanded a larger pool of circulating B/ Victoria-specific CD8"
T cells than the SD vaccine.

The most frequently reported adverse events following vacci-
nation included local reactions, such as tenderness (range across
vaccine groups, 12-20%), pain (10-22%) and swelling (4-10%;

Compared to the SD group,
Lcapiian o e s oo g weew s otCiNE and HD vaccine expe-
rienced more tenderness and recipients of the HD vaccine expe-
rienced more swelling, mostly of a mild nature. Hospitalizations
were not uncommon, but the rates of postvaccination hospi-
talizations were not statisticallv different between the 4 vaccine

EIOups We did not identify
any pol , se events.
DISCUSSION

We found that all 3 of the 2017-2018 Northern hemisphere—en-
hanced vaccines had improved immunogenicity for influenza
A(HINI1) and A(H3N2), compared to the SD vaccine, among
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QIV recombinant-HA vaccine did not result in a higher anti-
body respense to the influenza B/Yamagata lineage, ce~red
to the QIV SD vaccine, consistent with a previous trial

Our study had a number of limitations. First, vaccine uumu-
nogenicily is not equivalent to vaccine efficacy or effectiveness,
nor is there yet a way Lo directly extrapolate our findings into
an epidemniologic measure of differences in actual vaccine pro-
Leclion. Second, we only tested sera from a subset of 800 parti-
cipants, determining that this would be sufficient to compare
vaccines in the first year and allowing us to save more of the
sera for future cross-season analyses. Two-thirds of participants
were vaccinated during the previous season; examining the as-
sociation between vaccination histories and iminune response
will also require additional future testing. Finally, here we only
examined the immediate response to vaccination; we did not
examine the duration of protection or effects on subsequent
vaccinations with enhanced or 5D vaccines.

In conclusion, this randomized, controlled trial provides a
unique comparison of the immune response to multiple en-
hanced influenza vaccine options for older adults. Although
dislinguishing the relative preventive value of allernative vac-
cine types among older adults will ultimately depend on future
efficacy trials and/or well-controlled effectiveness studies, the
findings from this ongoing immunogenicity trial can help to
establish the conditions for those more definitive evaluations,
including what differences in efficacy/effectiveness might plau-
sibly be expected.

Supplementary Data

Supplementary materials are available at Clisical Infectious Diseascs online.
Consisting of data provided by the authors o benefit the reader, the posted
materials are not copyedited and are the sole responsibility of the authors,
s0 questions nr comments should be addressed to the corresponding anthor.
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From: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Sent: Thu. 30 Aor 2020 14:35:27 +0000
To:
Subject: CNECKINE IN

Do we need to check in before today’s call?






Holli (0S/ASPR/BARDA) <Holli.Hamilton@hhs.gov> : Ledgerwood, lulie
{NIH/NIAID) fE] <JUMARTIN@niaid.nih.gov>; Leyssen, Maarten [JRDNL] <MLeyssen@its.jnj.com>;
Marovich, Mary (NIH/NIAID) [E] <mary.marovich@nih.gov>; Kathleen Neuzil
<kneuzil@som.umaryland.edu>; Robb, Merlin <mrobb@hivresearch.org>; Sahin@Uni-Mainz.de;
Michael Watson {x) Parker, Ashley (NIH/OD}) [E]
<ashley.parker@nih.gov>; Uashu Fehcia INIH/DI k1 <felicia nashu@nih evs: Cnlvis, Christine
{NIH/NCATS) [E] <Christine.Colvit

Lurill v>; Read, Sarah
{NIH/NIAIU) ] <readasa@niaid.n ph (FNIH) [T]
<jmenetski@fnih.org>; Alvarez, f w {FNIH} [T]
<sadam@fnih.org>; Kim, Elizabel
<ktountas@fnih.org>; Wachtel, | 3 (FNIH} [T]
<dwhnllev@fnih nro>: Gnnzalez, 1in

supjeLt: neview reyuesiea: numan Challenge Model draft; notes from Vaccines Sub-Groups, ACTIV
Leadership Team, and Preclinical WG

Dear Vaccines Working Group members (and cc’ing others for awareness),

This note is an omnibus update for the Working Group: Sub-Group meeting notes, the human challenge
model draft and agenda for the Working Group meeting, upcoming Vaccines Clinical Trial Sub-Group
meetings and topics, and faor awareness notes from the ACTIV Leadership Team meeting and Preclinical
WG.

Sub-Group meeting notes

As areminder, the Protective Immune Responses and Vaccine-associated Immune Enhancement Sub-
Groups met since our last Working Group meeting (Thurs and Fri, respectively). Thank you to afl who
participated or sent input. Attached are the notes and action items from each meeting. The agendas
and meeting materials and pre-reads are embedded in those documents. If anyone would like to be
added to the lists for either Sub-Group, please let us know.

preparation for Monday’s Working Group

The main agenda item at the next Vaccines Working Group meeting, Monday, 12pm ET (3am PT / 6pm
CEST), is a discussion of the Working Group’s perspective on a CoV-2 controlled human infection model.
Please review the attached outline to prepare for that discussion. If you cannot attend the meeting, feel
free to send input via email that we can represent.

Vaccines Clinical Trial Sub-Group updates

Members of this Sub-Group are invited on Tuesday {11am ET} to join the Clinical Trial Capacity Working
Group meeting, where Paula and Larry will share the plans of the Sub-Group and the CTC WG will share
their activities and how they can work with us (e.g., inventory trial site capacity}. The Sub-Group
meeting Wednesday (1pm ET) will focus on key protocol questions.

ACTIV Leadership Team meeting notes

Last Wednesday, the ACTIV Leadership Team (the parent body above the Working Groups) met. Kathrin
and Doug presented the progress and plans of the Working Group and answered guestions. The
meeting presentation and notes are attached. Note: This is a good way to see a high-level summary of




the activities of the other Working Groups, many of which are relevant to our work; if you have
specific questions, let us know and we can follow up.

Pre-clinical Working Group

Finally, as discussed last week we will continue to share notes from the Preclinical Working Group for
awareness (attached zip file). Note: a request to review the data collection fields for animal models
will be coming to our group, which we will circulate to the Protective Immune Responses and Vaccine-
associated Immune Enhancement Sub-Groups.

As always, please don’t hesitate to reach out with any questions or suggestions.

Best regards,
Brett and Mike






From: Phil Watson

Senti: Fri, 3 Feb 2017 20:11:31 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD);Patricia Novy

Cc: Hadler, Stephen (CDC/OID/NCIRD);Mahon, Barbara {CDC/OID/NCIRD)
Subject: RE: Follow-up: G5K Advisory Board

urrector, alopal Medical Affairs - Neisseria

GlaxoSmithKiline Vaccines

From: Messonnier, Nancy (CDC/OID/NCIRD) [mailto:narS@cdc.gov]

Sent: Thursday, February 02, 2017 5:23 PM

To: Patricia Novy

Cc: Phil Watson; Hadler, Stephen (CDC/OID/NCIRD); Mahon, Barbara (COC/OID/NCIRD)
Subject: RE: Follow-up: GSK Advisory Board



From: Patricia [
Sent: Tuesday, .
Te: Messonnier
Cc: Phil Watson
Subject: Follow-up: G>K Aavisory Board

Dear Messonnier,

In previous discussions, | highlighted GSK’s intention to hold an advisory board meeting, and we
discussed the feasibility of CDC representatives attending to present relevant epidemiological
data.

It is now confirmed that the meeting will take place in Atlanta on April 6th and 7th, and the
agreed meeting objectives are:

» To review emerging data relating to MenB vaccines and seek input to design further
studies/ analyses that will bridge current gaps in understanding.

» To review available phase |l data for Men ABCWY vaccine and discuss schedule options
to guide future development.



» To discuss findings relating to gonorrhoea, and seek input to design studies in US
allowing further investigation of MenB-4C's impact on gonorrhea.

In this context, it would also very valuable to provide the attendees with the most recent data
relating to US disease epidemiology, strain analysis and antimicrobial resistance — both for
meningococcal and gonococcal disease.

I'm therefore writing to ask whether it might be possible for anyone from CDC to deliver
presentations on each of these topics during the course of the meeting?

If so, I'd be very grateful if you could advise on the appropriate individuals to invite, and/ or
provide guidance on the appropriate next steps. Also copied on this email is Phil Watson, the
US Medical Affair Lead for Neisseria.

Thanks for giving this your consideration,

Patricia Nowvv. PhD

GSK
Email
Mobile

GSK menitors email communications sent to and from GSK in order to pretect GSK, our
employees, customers, suppliers and business partners, from cyber threats and loss of GSK
Information. GSK monitoring is conducted with appropriate confidentiality controls and in
accordance with local laws and after appropriate consultation.

GSK monitors email communications sent to and from GSK in order to protect GSK, our
employees, customers, suppliers and business partners, from cyber threats and loss of GSK
Information. GSK monitoring is conducted with appropriate confidentiality controls and in
accordance with local laws and after appropriate consultation.









Cc: Catia Ferreir

Subject: Flulavz. __ . ... ___._.. ... . _.__.._.. aboutAlC"Askthe Experts"

Dear Lisa and Joe
Happy New Year!

We would like to share with you that the FluLaval Q-QIV-022 study manuscript has
been published (advance access) in the Journal of the Pediatric Infectious Diseases
Society (JPIDS).

As you know, this study generated the pivotal data that supported the FluLaval
Quadrivalent extended age indication for its use in children 6-35 mo.

TwhT. TA 1Nt id-fl...neQ

Title: Time to change dosing of inactivated quadrivalent influenza vaccine in young
children: evidence from a phase III, randomized, controlled trial

Authorship: Jain VK, Domachowske J, Wang L, Ofon-Anyinam O, Rodriguez
Weber MA, Leonardi M, Klein N, Schlichter G, Jeanfreau R, Haney B, Chu L,
Harris J-A, Sarpong K, Micucio AC, Soni J, Chandrashekaran V, Li P, Innis BL

We would also appreciate your feedback regarding some questions and comments
we have received around the last paragraph included in one of the answers from the
recent AIC’s “Ask the Experts” section on FluLaval Quadrivalent (see below)

Influenza Vaccine

Q: Please provide details about the use of FluLaval influenza vaccine
(GlaxoSmithKline) in children younger than 3 years.

A: On November 18, 2016, the Food and Drug Administration approved an extension of the
age range of quadrivalent Flulaval (inactivated influenza vaccine, GSK) to include children
6 through 35 months of age. FluLaval was previously approved for people 3 years of age
and older. The approval of the extended age range for FluLaval was based on a study
showing an equivalent (“non-inferior”) response compared to chifdren who received Fiuzone
{(Sanofi Pasteur) pedialric formufation. The vaccine will be supplied for this indication in
manufacturer-filfed syringes and multi-dose vials. The dosage approved for children 6
through 35 months of age is 0.5 mL—the same dosage as for people 3 years of age and
older.

ACIFP has not yet issued a recommendation regarding the use of FluLaval in chifdren 6
through 35 months of age. Howsver, clinicians are free o use this and other vaccines in a
manner consistent with their labeling







From: Grabenstein, John D.

Sent: Thu, 23 Feb 2017 14:06:34 -0500
To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: Re: ?

Haﬂr\w tn Adn on il anu fananitr
My
Ce:

At 4 RULCALLLEL 411 !.)Ul LWL LRl L%l LLAFUEL .

John

From mobile phone ...
John D. Grabenstein, RPh, PhD
Executive Director, Global Health & Medical Affairs

Merrl Varcines

On Feb 23, 2017, at 13:57, Messonnier, Nancy (CDC/OID/NCIRD) wrote:

John,

| was talking to the new chair of NVAC who was interested in some guestions about DOD
and vaccine stockpiles. It seemed like it would be helpful for her to talk to someone with
historic knowledge of DOD and vaccines to know if this has been previously considered but
also about who makes such decisions at DOD. |, of course, immediately thought of you. |
wondered if you would be willing to talk to her on background? Unofficially of course.

Nancy

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.htmi) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.






From: Grabenstein, John D.

Sent: Tue, 23 May 2017 10:13:32 -0400
To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: telephone

Cell

Des

Thx, John

lohn D. Grabenstein, RPh, PhD

Executive Director, Global Vaccines Medical Affairs
Merck Vaccines, UG-2B09

351 N. Sumneytown Pike

North Wales, PA 19454-2505

di

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its aftiliates Direct contact information
for affiliates is available at

http://www.merck.convcontact/contacts. htmli) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.






From: Grabenstein, John D.

Sent: Tue, 2 May 2017 17:03:31 -0400

To: Messonnier, Nancy (CDC/OID/NCIRD)

Cc: Kuter, Barbara J.;Yoder, Gregory A

Subject: Presentation on Merck candidate vaccine pipeline

CAPT Messonnier,

In the next few days, | would like to give you a call to discuss broad parameters for how to offer CDCa
presentation on the status of Merck’s investigational vaccine pipeline.

One of my colleagues has already asked cur lawyers and cne of your lawyers to refresh a confidentiality
agreement.

- who should attend, how many
- when, narrowing down date ranges that would work for you
- where, in a CDC meeting room perhaps, without any off-site projection

If you might like to suggest a few times, | will rearrange my calendar accordingly.
Best regards, John

lohn D. Grabenstein, RPh, PhD

Executive Director, Global Vaccines Medical Affairs
Merck Vaccines, UG-2B09

351 N. Sumneytown Pike

North Wales, PA 19454-2505

desk

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates 1s available at

http://www.merck.conv/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.









From: Ogden, Lydia

Sent: Fri, 28 Jul 2017 13:49:38 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD)
Cc: Pope, Kristin (CDC/OID/NCIRD})
Subject: Request to schedule a call

Nancy: Mike Nally, President of Merck Vaccines, and | would like to schedule a call with you on HPV
vaccine supply as soon as your schedule permits. 1'd think 30 minutes would be more than sufficient.
Can you please let me know who manages your calendar? Thanks so much. Lydia

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

YOur system.



From: Carroll, Judy on behalf of "Draghia, Ruxandr

Sent: Mon, 11 Sep 2017 19:25:53 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD);Cohn, Amanda (CDC/OID/NCIRD)

Cc: Docling, Kathleen L.
{CDC/OID/NCIRD);nancy_bennett@urmc.rochester.edu;Bresnitz, Eddy A.

Subject: Herpes Zoster Vaccines Discussion, ACIP Meeting, June 21, 2017, Revaccination
Policy

Attachments: CDC HZ 091117 letter.pdf

Dear Drs. Messonnier and Cohn,
Please see the achec tter for your consi on.

Thank you,

M R (

INVENTING FCR | .FF

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It 1s intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,



please notify us immediately by reply e-mail and then delete it from
yOur systeim.















From:

Sent: Thiu 17 Ort 72017 13-36:19 +0000

To: viessonnier, Nancy (CDC/OID/NCIRD)
Cc: Khabbaz. Kima {LUL/UIusNCEZID};Mahon, Barbara
{CDC/OID/NCIRD

Subject: RE: Meningococcal SBA lesting at CDC?

Hi all,

Kent, thanks for the introduction. Would be happy to discuss in more detail, Perhaps Michael can set up a TC with
our project team?

Scparately, 1 had reached out to Sandy Steiner who connected me with Shankar Rajam on this topic. I assume
Shankar works in Barbara's division?

JH

From: Kester, Kent /US

Sent: Tuesday, October 10, 2017 2:58 PM

To: Messonnier, Nancy (CDC/OID/NCIRDY)

Ce: Khabbaz, Rima (CDC/OID/NCEZID); Mahon, Barbara (CDC/OID/NCIRDY); Heinrichs, Jon /US
Subjeet: RE: Meningoeoecal SBA Testing at CDC?

Thanks, Nancy. I've copied my colleague Jon Heinrichs who is interested in this aspect.
Best regards,

Kent Kester

Kent E. Kester, MDD
Vina Dracidant and Haad Teqngsiational Science & Biomarkers Sanoft Pasteur

From; Messonnier, Nancy (CDC/OID/NCIRE

Sent: Tuesday, October 10, 2017 2:02 PM

To: Kester, Kent /US

Ce: Khabbaz, Rima (CDC/QID/NCEZID); Mahon, Barbara (CDC/OID/NCIRD)
Subject: RE: Meningococcal SBA Testing at CDC?

Kent,

CDC has a long history of doing SBA, including in the context of CRADA's with several vaccine manufacturers.
More recently, we let our capacity lapse, but we are actually now in the process of getting SBA for mening up and
running. We'd love to talk to you about your needs and what CDC is doing. Sugpest you contact Barbara Mahon,
who is the division director over that laboratory.

Nancy


















From: Krmpotich, Jane C

Sent: Thu, 8 Feb 2018 22:12:29 +0000

To: Painter, Elizabeth (CDC/OID/NCIRD) {CTR);Ogden, Lydia;Sterk,
Nancy;Messonnier, Nancy (CDC/OID/NCIRD);Cozart, Barbara (CDC/OID/NCIRD);Pope, Kristin
{CDC/OID/NCIRD)

Subject: RE: invitation to Participate - "100 Years of Influenza Pandemics and Practice:
1918-2018

it

From: Painter, Elizabeth (CDC/OID/NCIRD) {CTR) [mailto:ocv3@cdec.gov]

Sent: Thursday, February 08, 2018 4:51 PM

To: Cgden, Lydia; Sterk, Nancy; Messonnier, Nancy {CDC/OID/NCIRD); Cozart, Barbara
(CDC/OID/NCIRD); Pope, Kristin (CDC/OID/NCIRD)

Cc: Krmpotich, Jane C

Subject: RE: Invitation to Participate - "100 Years of Influenza Pandemics and Practice: 1918-2018

ution with any links or file attachments.












From: Jodar, Luis

Sent: Tue, 10 Apr 2018 15:16:12 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: Re: [EXTERNAL] RE: chat

Hi Nanrv

face to tace meeting with CDC 1s scheduied on Aprd 27th. I am tlying to Japan now and from
there to ISPPD), where I will likely see Cindy and Tamara. I think we can wait for the meeting on
the 27th to occur and if there are any remaining issues then von and T ran alk. Does it sound
reasonable? In any event you can always give me a call

Luis

Sent from my iPhone

On Apr 9, 2018, at 16:07, Messonnier. Nancy (CDC/OID/NCIRD) wrote:

From: Jodar, Luis -

Sent: Monday, Apnil 2, 2018 1.5/ PM

To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: chat

Hi Nancy- Hope all is well. | talked to Peter. As you know, Raul and | are talking to Barbara
this afterncon. Perhaps you and | can briefly chat at the end of the week? Please let me
know and alsc a good time and phone number. Let’s keep it informal. Cheers, Luis






The theme for the 2019 meeting is “Science Transcending Boundaries,” which offers an opportunity to
bridge the gap between scholar and practitioner and leverage expertise from different disciplines to
highlight the greatest challenges and most promising solutions to achieving an impactful solution.

For the session format, 3 speakers are asked to give presentations (~20 minutes each}, followed by a ~30
minute Q&A period with the audience- moderated by David Baltimore.

Please see the proposal below for your consideration and comments. There is no guarantee that it will
be selected but having a relevant topic and confirmed speakers helps and your expertise, experience
and perspective would be highly valued.

We look forward to your decision, noting that this is time sensitive with a submission deadline of April
19th,

If you agree, then please reply with your full contact information—that includes your CDC affiliation.

Best regards,
Karen

Karen CHANDROSS, PhD

Senior Director, Strategic Initiatives & Scientific Relations
Sannﬂ PROMN
TEL | CELI

The quest for a universal flu vaccine

According to the World Health Organization, seasonal influenza epidemics cause 3 to 5 million severe
cases and 300,000 to 500,000 deaths globally each year. In the United States alone, there are 140,000 to
710,000 influenza-related hospitalizations and 12,000 to 56,000 deaths each year, with the highest
burden of disease affecting the very young, the very old, and people with coexisting medical conditions.
The most recent 2017/2018 seasonal vaccine has a 36% overall effectiveness rate in preventing
influenza. This modest outcome is typical and may be due in part to strain mutations, immune evasion
through antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations. There has
been an infusion of new scientific insights and technologies but little improvement in influenza
prevention or epidemic control, suggesting that its eradication will require a paradigm shift in how we
approach research, development and global access. Questions remain, such as whether targeting more
conserved viral regions or utilizing cell-based, chimeric or recombinant technologies will bring about
improvements. Or whether more focus should be placed on development, including the development of
better predictive models and biomarkers that combine data from patient-centered devices, sensors and
clinical measurements to stay abreast of surveillance and better forecasts which strains are likely to
predominate in the coming season. This session will bridge the gap between scholar and practitioner
and leverage expertise from a variety of disciplines to highlight the greatest challenges and most
promising solutions to achieving a universal flu vaccine that is durable across all populations. Short talks
wiil be followed by a panel discussion where the moderator wiil challenge the proposals and engage the
audience.



Moderator: David Baltimore, PhD, Caltech {confirmed)

Speakers:

Gary Nabel, MD, PhD, Sanofi CSC {confirmed)
Anthony Fauci, MD, NIAID Director {confirmed)
Nancy Messonnier, MD, CDC NCIRD Director

Proposed by: Gary Nabel, MD, PhD & Karen Chandross, PhD, Sanofi R&D






linked to how well the vaccine works. Working to ensure the current vaccines
are effective and safe before we have a universal vaccine can pave the way for
acceptance when we a universal flu vaccine.

On Apr 18, 2018, at 9:37 AM, rrote:

Dear Nancy, if you would please send me your title and a few sentences today so that we
may submit our proposal by tomarrow’s deadline.

Thank you.

Best,
Karen

From: Conrad, Patricia (NIH/NIAID} [E’
Sent: Wednesdav. Aoril 18. 2018 8:58.. ...

AUMICLL. 1ML PO DULY 7T DTNV 340 LY VOLGITIT Y Roal Y ILGLIVIL 77 all Pl poracu

participants confirmed -- please send title & 2-3 sentence description

K:
ta ¢ :Dr.F i's a

Thi ky 1,
-patty

Patricia L. Conrad
Special Assistant to the Director

Disclaimer:

The information in this e-mail and any of its atlachments is confidential and may contain sensitive information. It
should not be used by anyone who is not the original intended recipient. If you bave received this e-mail in errar
please inform the sender and delete it from your mailbox or any other storage devices. National Institute of Allergy
and Infectious Diseases (NIAID) shall not accept liabiiity for any statement made that are sender's own and not

expressly made on behalf of the NIAID by one of ils representatives.

From
Seﬂf' MAanAay anril Th JINEx 224 FI]

To Messonnier, Nancy {CDC/OID/NCIRD)






Keeping in mind the April 19th submission deadline, for our speakers, | must submital}a
title for your talk and 2} up to 3 short sentences that describes your focus-- if you would
send this to me at your earlier convenience.

Please note that we would plan to have short talks followed by a longer panel discussion
that alsa includes engaging the audience.

All the best,
Karen

Info:
1. 2019 AAAS meeting (February 14-18) in Washington, DC.
In line with AAAS's interest in topics with broad appeal and relevancy, we are
crihmaittina A nranacal far @ OGN min cumrmnacione
an “The quest for a universal

JId vuLLiie.

Theme is “Science Tronscending Boundories,” which offers an opportunity to
bridge the gap between scholar and practitioner and leverage expertise from
different disciplines to highlight the greatest challenges and most promising
solutions to achieving an impactful solution.

For the session format, 3 speakers are asked to give presentations {~20 minutes
each), followed by a ~30 minute Q&A period with the audience.

The quest for a universal flu vaccine

According to the World Health Organization, seasonal influenza epidemics cause 310 5
million severe cases and 300,000 to 500,000 deaths globkally each year. In the United States
alone, there are 140,000 to 710,000 influenza-related hospitalizations and 12,000 to
56,000 deaths each year, with the highest burden of disease affecting the very young, the
very old, and people with coexisting medical conditions. The most recent 2017/2018
seasonal vaccine has a 36% overall effectiveness rate in preventing influenza. This modest
outcome is typical and may be due in part to strain mutations, immune evasion through
antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations.
There has been an infusion of new scientific insights and technologies but little
improvement in influenza prevention or epidemic control, suggesting that its eradication
will require a paradigm shift in how we approach research, development and global access.
Questions remain, such as whether targeting more conserved viral regions or utilizing cell-
based, chimeric or recombinant technologies will bring about improvements. Or whether
more focus should be ptaced on development, including the development of better
predictive models and biomarkers that combine data from patient-centered devices,
sensors and clinical measurements to stay abreast of surveillance and better forecasts
which strains are likely to predominate in the coming season. This session will bridge the
gap between scholar and practitioner and leverage expertise from a variety of disciplines
to highlight the greatest challenges and most promising solutions to achieving a universal



flu vaccine that is durable across all populations. Short talks will be followed by a panel
discussion where the moderator will challenge the proposals and engage the audience.

Moderator: David Baltimore, PhD

Speakers:

Gary Nabel, MD, PhD, Sanofi C50

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Organizer: Karen Chandross, PhD, Sancfi R&D

Karen CHANDROSS, PhD

Sar! ~ETND ™
TEL CELL



From:

Sent: Wed, 7 Mar 2018 13:31:29 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Subject: Phil Hosbach Retiring

Hi Nancy —

| hope this finds you well and amid a flu season improving at least somewhat!

come togetner quICKly Next week via a meeting wnere a numnper of Frencn and American colleagues will
be together. For this, | am trying to gather comments, and ideally, letters from people we know have
been special to Phil and with whom | know he’s worked closely. As we’ve discussed and | can certainly
attest from my years with Phil, he has great admiration for you and your work. You have both shared a
number of challenges - and good times too - over the years.

Would you be so kind as to write a brief letter to Phil that we can cite in our celebration {or “memocrial
service”} Ideally, a pdf of your note on letterhead would be great as we would like to have these bound

into a book.

The occasion is next Tues, so would it be possible to secure a note from you by this coming Monday,
3/12?

Thank you, Nancy. | know he will appreciate this and | certainly do too.

Regards,
Julian









From:

Sent: Wed, 18 Apr 2018 20:44:45 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cozart, Barbara
{CDC/DDID/NCIRD/OD

[E];Gary.Nabel@sanof

Cc:

Subject: RL: AMAD ZULY - UTHVEISG] HU YdLLITNIE PIUpUsdl -- gl supinission for your
review

Attachments: AAAS Flu Vaccine Proposal-Submission.docx

Thank you for your quick response and contributions to the Quest for a universal flu vaccine
AAAS proposal.

Attached please find our submission package.

I'lt hold off hitting the “submit” button until tomorrow morning to allow time for final comments - and
will share the decision, once available.

Thank you.
Karen

Karen CHANDROSS, PhD

Sal
TE EL

From: Chandross, Karen fUS
Sent: Mondav. Anril 16. 20018 11:16 AM

<CONragpa@nialg.nin.gov>; Lozart, bareara (LUL/UID/ NUIKD ) <WN4@cac.govs

Subject: RE: AAAS 2019 -- Universal flu vaccine proposal invitation -- all proposed participants confirmed
-- please send title & 2-3 sentence description

Importance: High

Dear All —thank you for agreeing to participate in a proposed 2019 AAAS session, which focuses on
addressing The guest for a universal flu vaccine.

We are very excited to have a great line up and, if selected, David Baltimore has kindly agreed to serve
as moderator.

Speakers:
Gary Nabel, MD, PhD, Sanofi CSO
Anthony Fauci, MD, NIH-NIAID Director



Nancy Messonnier, MD, CDC-NCIRD Director
Keeping in mind the April 19" submission deadline, for our speakers, | must submit a 1) a title for your

talk and 2} up to 3 short sentences that describes your focus-- if you would send this to me at your
earlier convenience.

Please note that we would plan to have short talks followed by a longer panel discussion that also
includes engaging the audience.

All the best,
Karen

Info:

2019 AAAS meeting (February 14-18) in Washington, DC.

tn line with AAAS’s interest in topirs with hrnad anneal and relevancy we are sithmitting a
proposal for a S0-min symposium an “The
quest for a universal flu vaccine ”

Theme is “Science Transcending Boundaries,” which offers an opportunity to bridge the gap
between scholar and practitioner and leverage expertise from different disciplines to highlight
the greatest challenges and most promising solutions to achieving an impactful sotution.

For the session format, 3 speakers are asked to give presentations (~20 minutes each), followed
by a ~30 minute Q&A period with the audience.

The quest for a universal flu vaccine

According to the World Health Organization, seasonal influenza epidemics cause 3 to S million severe
cases and 300,000 to 500,000 deaths globally each year. In the United States alone, there are 140,000 to
710,000 influenza-related hospitalizations and 12,000 to 56,000 deaths each year, with the highest
burden of disease affecting the very young, the very old, and people with coexisting medical conditions.
The most recent 2017/2018 seasonal vaccine has a 36% overall effectiveness rate in preventing
influenza. This modest outcome is typical and may be due in part to strain mutations, immune evasion
through antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations. There has
been an infusion of new scientific insights and technologies but little improvement in influenza
prevention or epidemic control, suggesting that its eradication will require a paradigm shift in how we
approach research, development and global access. Questions remain, such as whether targeting more
conserved viral regions or utilizing cell-based, chimeric or recombinant technologies will bring about
improvements. Or whether more focus should be placed on development, including the development of
better predictive models and biomarkers that combine data from patient-centered devices, sensors and
clinical measurements to stay abreast of surveillance and better forecasts which strains are likely to
predominate in the coming season. This session will bridge the gap between scholar and practitioner
and leverage expertise from a variety of disciplines to highlight the greatest challenges and most
promising solutions to achieving a universal flu vaccine that is durable across all populations. Short talks
will be followed by a panel discussion where the moderator will challenge the proposals and engage the
audience.



Moderator: David Baltimore, PhD

Speakers:

Gary Nabel, MD, PhD, Sanofi CSO

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Organizer: Karen Chandross, PhD, Sanofi R&D

Karen CHANDROSS, PhD

Si-.._.-.-:: nomn

TI | CELL



The quest for a universal flu vaccine
Submitler's Emai

Session Type:
90 Minute Symposium Format

Session Description:

Seasonal influenza epidemics cause 3-5 million severe cases and up to 500K deaths globally each year. In the US
atone, there are 140K-710K influenza-related hospitalizations and 12K-56K deaths each year, with the highest
burden of disease affecting the very young, the very old and people with coexisting medical conditions. The most
recent 2017-18 seasonal vaccine has a 368% overall effecliveness rate in preventing influenza. This modest outcome
is typical and may be due in part to strain mutations, immune evasion through antigenic drift, immune waning with
time, and, perhaps, egg-adapted virat mutations. There has been an infusion of new scientific insights and
technelogies but litlte improvement in influenza prevention or epidemic control, suggesting that its eradication will
require a paradigm shift in how we approach research, development and global access. Questicns remain, such as
whether targeting more conserved viral regions or utilizing celi-based, chimeric or recombinant technologies will bring
about improvements. Or whether more focus should be placed on development, including the development of better
predictive models and biomarkers that combine data from patient-ceniered devices, sensars and clinical
measurements to stay abreast of surveillance and better forecasts which strains are likely to predominate in the
coming season. This session will bridge the gap between schaolar and practitioner and leverage expertise from a
variety of disciplines to highlight the greatest challenges and most promising solutions to achieving a universal flu
vaccine that is durable across all populations. Shart talks will be followed by a panel discussion where the moderator
will chatlenge the proposals and engage the audience.

Categories:
1. Health and Pharmaceutical Science
2. Global Perspectives and Issues

Section Member Affiliation: Pharmaceutical Sciences (S)

Relevance to Theme or Special Relevance fo the Audience:

Bridging the gap between scholar and praclitioner and leverage expertise from different discipfines: Pharma {private
sector), National Institutes of Health {NIH), and the Centers for Disease Control and Prevention, and National Center
for Immunization and Respiratory Diseases (CDC-NCIRD), to span the breadth from innovative research to product
development and gicbal access, discuss the greatest challenges and most promising approaches, and coltaborative
opportunities aimed at achieving an impactful, timely sofution.

Disciplinary Sections Consulted?
Yes

If so, which sections were consulted?
¢ Pharmaceutical Sciences (S)

Anything to disclose?
No

Diversity Statement:

Well-batanced, cross disciplinary session with senior level professionat participants from both the private (Pharma}
and public (NIH, CDC) sectors, coming from different cultural backgrounds and with the inclusion of women as key
contributors {session crganizer, speaker).

Sections:
» GENERAL INTEREST IN SCIENCE AND ENGINEERING

* MEDICAL SCIENCES
» PHARMACEUTICAL SCIENCES



Keywords: biomedical research (clinicat), bicmedical research {preclinical), disease prevention, global and public
health and infectious disease

Maderator

David Ballimore, PhD

President Emernitus; Robert Andrews Millikan Professor of Biotogy
Caltech

1200 East California Bivd

Mail Code 147-75

Pasadena, CA

UsSA

Phone Numbe

Email: baltimowuﬂucun.cuu

Organizer

Karen Chandross, PhD
Senior Direclor, R&D
Sanofi

55 Corporate Drive
Bridgewater, NJ

USA

Phom

Email

Speaker

Gary J. Nabel, MD, PhD
Chief Scientific Officer
Sanofi

640 Memariat Drive
Room 5951A
Cambridge, MA

USA

Phon

Emai

Title: Rational Design and Development of Universal Influenza Vaccines

Talk Description: This tatk will cover the alternative paths to improved influenza vaccines. Different potential
approaches o a broadly protective antibody will be highlighted. Major scientific challenges and opportunities based
on influenza biclogy and the human immune response will be discussed. Finally, considerations for product
development will be reviewed, including clinical testing, regulatory, and manufacturing issues, as well as opportunities
to advance through public-private partnerships.

Status: Confirmed

Speaker

Anthony Fauci, MD

Director

NIH, National Institute of Allergy and Infectious Disease (NIAID})
31 Center Drive

Building 31, Room 7AD3

Bethesda, MD

USA

Phon

Emat

Title: Chasing Influenza; The Need for a Universal Influenza Vaccine

Talk Description: The cornerstone of both seasonal and pandemic influenza preventiocn and control is strain-specific
vaccination. This approach is suboptimat for three main reasons: 1) current seasonal influenza vaccines are not
consistently effective 2) influenza pandemics de occur and response after the facl is not effective 3) chasing after
potential pandemic outbreaks {pre-pandemic} viruses is costly and ineffective. We are working to improve influenza
vaccings with an eye toward a universal influenza vaccine that would protect against both seasonal and pandemic
viruses. To achieve this goal, we must overcome two major challenges: improving production strategies for influenza



vaccines and advancing from strain-specific vaccines to universal strain coverage.
Status: Confirmed

Speaker

Nancy Messonnier, MD

Director

National Center for Immunization and Respiratory Diseases, CDC-0ID
1600 Clifton Road

MS A-27

Atlanta, GA

USA

Phone Number: 404.639.4734

Email: narS@cdc.gov

Title: Hit Me With Your Best Shot: Before and After a Universal Flu Vaccine

Talk Description: While the promise of a universal flu vaccine may be years in the future, how can we reduce flu
burden until one is developed and what ground work can we lay in advance? As we track domestic and international
surveillance trends and learn more about how flu works and our response to it, we have to improve our current
vaccines and evaluate if different types of vaccine are more beneficial. Data tells us that flu vaccine coverage is
linked to how well ihe vaccine works. Working fo ensure the cumrent vaccines are effective and safe before we have a
universal vaccine can pave the way for its acceptance.

Status: Confirmed



From:

Sent: Tue, 11 Jul 2017 17:33:54 +0000

To: Messonnier. Nancv (CDC/OID/NCIRD);Cohn, Amanda (CDC/OID/NCIRD)
Cc:

Subject: L i s 1 e Tt

Attachments: Protein Sciences PR v06072017 8h15CET FINAL.docx

Greeting Nancy and Amanda-

Attached a press release for the announcement we are making today regarding our bid to purchase
Protein Sciences.

Fast-moving and early in the process, { wanted to be sure you were aware of this initial step, and
address any guestions you might have.

I'd welcome any thoughts you might have -
Julian



Paris, France — July 11, 2017 announced today it will acquire Protein Sciences, a privately
held vaccines biotechnology company pased in Meriden, Connecticut in the United States. Under
the terms of the agreement, Sanofi will make an upfront payment of $650 million and pay up to
$100 million upon achievement of certain milestones.

Protein Sciences received approval from the US Food and Drug Administration (FDA) in October
2016 for their Flublok® Quadrivalent Influenza Vaccine (QIV). Flublok® is the only recombinant
protein-based influenza vaccine approved by the FDA.,

“The acquisition of Protein Sciences will allow us to broaden our flu portfolio with the addition of a
non-egqg based vaccine,” said David Loew, Sanofi Executive Vice President and Head of Sanofi
Pasteur, Sanofi's vaccines division.

“Protein Sciences was actively looking for an opportunity to grow its business, particularly in the
US,” said Manon M.J. Cox, President and Chief Executive Officer, Protein Sciences. “As part of
Sanofi Pasteur, we expect our Flublok® influenza vaccine to benefit from Sanofi Pasteur’s expertise
in the field of influenza vaccines.”

The acquisition, which has been unanimously approved by the board of directors of Protein
Sciences and a majority of Protein Sciences shareholders, is expected to close in the third quarter
of 2017, subject to customary regulatory approvails.

reon wuenuow e w prews8ly Deld biotech company established in 1983 and headquartered in
Meriden, CT. Protein Sciences’ mission is to save lives and improve health through the creation of
innovative vaccines and biopharmaceuticals.

Sanuil Faswew prouuces vaccines against seasonal influenza on its four sites: Swiftwater
(Pennsylvania, United States), Val de Reuil (France), Ocoyoacac (Mexico City, Mexico) and
Shenzhen {(China).

Sanofi, a global healthcare leader, discovers, develops and distributes therapeutic solutions
focused on patients’ needs. Sanofi is organized into five global business units: Diabetes and
Cardiovascular, General Medicines and Emerging Markets <~~~fi Genzyme, Sanofi Past-—~ —1d
Consumer Healthcare. Sanofi is listed in Paris (EURONEXT and in New York (NYSE:

Sanoff Forward-Looking Statements

This press release contains forward-fooking statements as defined in the Private Securities Liligation Reform Act of 1995, as amended.
Forward-looking statements are statements thal are not historical facts. These statements include projections and estimates and their
underlying assumplions, statements ragarding pians, objectives, infentions and sxpeciations with respect fo fufure financial resufts,
evenis. coperations, services, product devefopment and potential, and statements regarding future performance. Forward-iooking
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sfatements are generally identified by the words ‘expects’, “anlicipaies’, ‘believes”. ‘intends’, ‘estimates”, ‘plans” and similar
expressions. Although Sanoft's management believes that the expectalions reflected in such forward-fooking statermenis are reasonable,
investors ara cautioned that forward-fooking information end staterments are subject fo various risks and uncerteinties, many of which are
difficult to predict and generally beyond the control of Sanofi, that could cause actual resufls and developments fo differ materially from
those expressed in. or implied or projected by, the forward-looking information and statements. These risks and uncertainties inciude
among other things, the uncertainties inherent in research and development, future clinical data and analysis, including post markeling,
decisions by regulatory authorities, such as the FDA or the EMA, regarding whether and when lo approve any drug, device or biological
application that may be fled for eny such product candidates as wall as their decisions regarding fabeliing and other matters that could
effect the avaifability or commercial potential of such product candidates, the sbsence of guarantee that the product candidates if
approved will be commercially successfid, the future approval and commercial success of therapeutic afternafives, Sanofi's abifity to
benefit from external growth opportunities and/or oblain regulatory clearances, risks associated with intelfectual property and any related
pending or future litigation and the ultimate oulcome of such litigation, frends in exchange rates and prevailing inferest rates, volatile
economic conditions, the impact of cost containment infliatives and subsequent changes therefo. the average number of shares
outstanding as well as those discussed or identified in the public flings with the SEC and the AMF made by Sanofi, including those listed
under “Risk Factors” and "Cautionary Statement Regarding Forward-Looking Statements” in Senofi's annual report on Form 20-F for the
year ended December 31, 2016. Other than as required by applicable law, Sanoff does not underfake any obligation fo update or revise
any forward-looking information or staternents.

Jack Lox eorge GrotK
Tal - +32 /M1 3 77 46 46 Tal - 423 (M1 53 77 45 45
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From: Draghia, Ruxandra

Sent: Fri, 11 Aug 2017 16:23:15 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD);Cohn, Amanda (CDC/OID/NCIRD)
Cc: Dooling, Kathleen L.
{CDC/OID/NCIRD);nancy_bennett@urmc.rochester.edu;Bresnitz, Eddy A.

Subject: Herpes Zoster Vaccines Discussion, ACIP Meeting, fJune 21, 2017
Attachments: CDC HZ 081117 letter.pdf

Dear Drs. Messonnier and Cohn,
Please see the attached letter1 your consideration.

Thank you,

MerC.(

INVENTING LCR | Hi

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,



please notify us immediately by reply e-mail and then delete it from
yOur systeim.



















































[ thank you for your time, and look forward to hearing back from you soon.

All the best, Mark

De : PEREA CARO, William Auguste [mailto:pereaw@wha.int]
Envoyé : mardi 1 septembre 2015 18:37

A : Messennier, Nancy (CDC/CID/NCIRD)

Cc : Fletcher, Mark; York, Laura

Objet : RE: MenC

From: Messonnier, Nancy (CDC/QID/NCIRD)
Sent: 31 August 2015 18:39

To- ArEnrrA AR LA e n.._.._J.D

Cc fork, Laura
Su

Hi William,

By way of email, let me introduce you to Laura York and Mark Fletcher from Pfizer. Pfizer is interested
in talking to WHOQ about potential use of NeisVac-C for outbreak control in the Meningitis Belt. Although
it is not WHOQ prequalified, the vaccine has a long track record of safety and efficacy. Laura was not sure
who to connect with in WHO and asked me to make the introductions. | think it great that Pfizer has
reached out in this way and that they are interested in finding a way to make additional serogroup C
vaccine available if needed in West Africa.

Thank you,
Nancy



Nancy Messonnier, MD

Deputy Director

National Center for Immunization and Respiratory Diseases
oD, CDC
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To: King, Dawn R. {CDC/CID/NCIRD) (CTR)
Subject: RE: arranging for a call

b D

Thank you,

ASSISIan 1o
3 n Wentworth, VP Globa! Vaceines Stratess B tanavgtion

Him Adoir, Exec. Directar, Giobal Vacrines Stro rwat,

Kishing Kolichorran, Exec. acte. 16l Exte IF5, VOCLINes

John Lonphear, Exer. Director, Customer Centricity & Customer insights



From: Schuchat, Anne MD (CDC/OID/NCIRD

Sent: Monday, November 24, 2014 4:41 PM

To: Feinberg, Mark; King, Dawn R, (CDC/QID/NCIRD) (CTR)

Cc: Widdowson, Marc-Alain (CDC/OID/NCIRD); Messonnier, Nancy {CDC/OID/NCIRD);
Sagar, Sangeetha L; Robinson, James; Keane, Maggie; Brown, Arlene F; Carroll, Judy
Subject: RE: arrranging for a call

DENT: MONgay, NOVEMDET 24, ZUl4 4:21 PIM
To: Schuchat, Anne MD (CDC/OID/NCIRD)

Cc: Widdowson, Marc-Alain (CDC/OID/NCIRD}; Messonnier, Nancy {(CDC/OID/NCIRD);
Sagar, Sangeetha L; Robinson, James; Keane, Maggie; Brown, Arlene F; Carroll, Judy
Subject: Re: arrranging for a call

Dear Anne,

Thanks very much. We would be very happy to connect with you all to discuss these
important issues. We can certainly try to find time early next week. On our end, Arlene
Brown and Judy Carroll can help try to coordinate schedules. Is there someone at the CDC
who they can work with?

Also, while you note below provides very helpful context, it would be helpful for us to
know the range of specific questions you would like to have addressed. This wifl help us do
our best to pull this information together as well as identify the range of pecple we will
want to include on the call. At a minimum, hopefully my manufacturing {Jim Robinson) and
Bioprocess {Sangeetha Sagar) colleagues will be able to participate.

We look forward to talking with you and hopefully having the opportunity to work with
you to accelerate the evaluation and delivery of an effective and safe Ebola vaccine.

I hope you all can find at least a bit of free time to have a great Thanksgiving holiday.

Best,









From: Kuter, Barbara J.

Sent: Wed, 1 Jan 2020 22:41:09 +0000

To: Messonnier. Nancv (CDC/DDID/NCIRD/OD)
Cc:

Subject: I

Nancy,

Happy New Year!

| wanted to let you know tha /ill be my last day at Merck. It has been a great honor
to work on many pediatric anu auuiesienie vacunes during my time at Merck and to work with experts
such as you.

| plan to continue to remain active in the vaccine field and would love to continue to collaborate
whenever possible.

Please update your contact information for me as follows:

Em
Cell
Hor

All the best in the New Year and | hope to see you again soon!
Barb

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates 1s available at

http://www.merck.conv/contact/contacts.htmli) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.



From: Ritchey, Julian /US

Sent: Thu, 2 Jan 2020 17:32:40 +0000
To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Subject: Automatic reply: Influenza EQ outreach

Thank you for your meassage.

| am out of the office with limited access to email.
I'll be in touch upon my return in the next decade!
Enjoy your holidays.












From: Ritchey, Julian fUS

Sent: Thu, 30 Apr 2020 14:44:51 +0000
To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Subject: checking in

Yes ~ that would be most helpful.
At your ronuanienca

My cell:

From: "nars@cdc.gov"” <narS@cdc.gov>
Date: Thursday, April 30, 2020 at 10:38 AM
To: "Ritchey, Julian JUS"

Subject: [EXTERNAL] checking in

Real sender is narS@cdc.gov

Do we need to check in before today’s call?












The main agenda item at the next Vaccines Working Group meeting, Monday, 12pm ET (3am PT/ 6pm
CEST]}, is a discussion of the Working Group’s perspective on a CoV-2 controlled human infection model.
Please review the attached outline to prepare for that discussion. If you cannot attend the meeting, feel
free to send input via email that we can represent.

Vaccines Clinical Trial Sub-Group updates

Members of this Sub-Group are invited on Tuesday {11am ET} to join the Clinical Trial Capacity Working
Group meeting, where Paula and Larry will share the plans of the Sub-Group and the CTC WG will share
their activities and how they can work with us (e.g., inventory trial site capacity}. The Sub-Group
meeting Wednesday (1pm ET) will focus on key protocol questions.

ACTIV Leadership Team meeting notes

Last Wednesday, the ACTIV Leadership Team {the parent body above the Working Groups) met. Kathrin
and Doug presented the progress and plans of the Working Group and answered questions. The
meeting presentation and notes are attached. Note: This is a good way to see a high-level summary of
the activities of the other Working Groups, many of which are relevant to our work; if you have
specific questions, let us know and we can follow up.

Pre-clinical Working Group

Finally, as discussed last week we will continue to share notes from the Preclinical Working Group for
awareness (attached zip file). Note: a request to review the data collection fields for animal models
will be coming 1o our group, which we will circulate to the Protective iImmune Responses and Vaccine-
associated Immune Enhancement Sub-Groups.

As always, please don’t hesitate to reach out with any questions or suggestions.

Best regards,
Brett and Mike
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Cc: Fox, Kimbertey {CDC/NNIN/NCIRA/NDARN] ; Wharton, Melinda
(CDC/DDID/NCIRD/ISD}
SUbjECt: [EXTERNAL] RE. wurant vivin rncer

From; Cane, Alejandrg

Sent: Tuesday, June 9, 2020 3:39 PM

To: Messonnier, Nancy {CDC/DDID/NCIRD/0OD)
Subject: FW: Contact from Pfizer

Dear Nancy,
| hope you and your family are remaining safe and well

I’'m so sorry to bothering you again. | can’t imagine how busy you are, and my intention is just to
confirm you have received my previous contact.

| know these are not perfect times to ask for any kind of meeting but | was hoping you might have
a few minutes to spare to speak on the topics listed in the email below

Thanks in advance for your time.
Best regards,

Ale

Alejandro Cané, MD PhD

North America Vaccines Medical and Scientific Affairs Lead
Pfizer Biopharmaceuticals Group

Complejo Thames Office Park

Colectora Panamericana 1804, 1 Piso Sector "B" Lado Sur
Villa Adelina (CP 1AN7FFVY Pria Ruenas Alres-Argentina






Alejandro Cané, MD PhD

North America Vaccines Medical and Scientific Affairs Lead

Pfizer Biopharmaceuticals Group

Complejo Thames Office Park

Colectora Panamericana 1804, 1 Piso Sector "B" Lado Sur
s Aires-Argentina






| suspect this is more in Melinda’s and Jeanne’s courts, but after today’s discussion, | thought I'd share
with you first as | think this will be an important issue to identify and monitor going forward to ensure
progress against it. We’d be happy to discuss this and provide this to your team each month if this is
information you don’t already have and/or a projection that helps visualize the data more clearly. I'd

welcome any thoughts you have on this.

Good fuck with ACIP tomorrow. The team has been doing a great job amid the practical challenges to
assemble a strong program.

Julian
















































From: Ritchey, Julian /US

Sent: Thu, 13 Aug 2020 19:37:52 +0000

To: Santoli, Jeanne {(CDC/DDID/NCIRD/ISD); Messonnier, Nancy
{CDC/DDID/NCIRD/OD);Wharton, Melinda {(CDC/DDID/NCIRD/ISD)

Cc: Binder, Tami /US

Subject: Updated State Claims Data

Attachments: State Claims_External Parties 08062020.pptx

Dears --

Charine ravicad rlaime data ac nraviniely dicricead

Please let me know if this continues to be useful for you as well as any questions or suggestions.

As always regarding this - and any messaging which we could amplify - we would be very interested in
more granular conversations between our subject matter experts while there is still time to shape
messaging, particularly flu.

| welcome your feedback and thoughts —
Julian













































From: Ritchey, Julian fUS

Sent: Fri, 14 Aug 2020 15:01:26 +0000
To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Subject: Automatic reply: Updated State Claims Data

Thank you for your massage.
| am out of the office on vacation with limited access to email.
I'll be in touch upon my return.



From: Grabenstein, John D.

Sent: Wed, 16 May 2018 20:26:53 +0000
To: Messonnier, Nancy (CDC/OID/NCIRD)
Subject: RE: The Washington Post: The Cybersecurity 202: Why cybersecurity experts are

so concerned about the health-care industry

From: Messonnier, Nancy (CDC/OID/NCIRD) [mailto:narS@cdc.gov]

Sent: Wednesday, May 16, 2018 16:20

To: Grabenstein, John D,

Subject: RE: The Washington Post: The Cybersecurity 202: Why cybersecurity experts are so concerned
about the health-care industry

SR ¥YTLWIITHIAY, IVIGY LU, LuULA r.1L TV

To: Wharton, Melinda {CDC/OID/NCIRD) <mew2 @cdc.gov>; Messonnier, Nancy (CDC/OID/NCIRD)
<nar5@cdc.gov>; Cohn, Amanda {CDC/OID/NCIRD) <ancO@ cdc.gov>

Subject: FW: The Washington Post: The Cybersecurity 202: Why cybersecurity experts are so concerned
about the health-care industry

n a poll of more than 500 security professionals, 51 percent of them said the
health-care and public-health sectors were the least prepared for cyberattacks. The
pros said the industry was the most vilnerable among the country's 16 critical infrastructure
sectors — and 85 percent of them said a major cyberattack on critical infrastructure was likely in
the next five years.”






please notify us immediately by reply e-mail and then delete it from
yOur systeim.



From: Grabenstein, John D.

Sent: Thu, 24 May 2018 12:58:37 +0000

To: 'Patrick, Elizabeth';Monroe, Judith (CDC cdcfoundation.org);Messonnier, Nancy
{CDC/OID/NCIRD); WDowdle @taskforce.org;Hinman, Alan (CDC taskforce.org);Taylor, Kathleen A

Cc: Conner, Dion;Cozart, Barbara {CDC/OID/NCIRD)

Subject: RE: Jeryl Lynn Hilleman Endowed Lecture-May 15 Hilton Atlanta

From: Patrick, Elizabeth [mailto:epatrick@CDCFoundation.org]

Sent: Wednesday, May 23, 2018 17;:31

To: Monroe, Judy; narS@cdc.gov; WDowdle@taskforce.org; ahinman@taskforce.org; Taylor, Kathleen A
Cc: Conner, Dion; wjn4@cdc.gov; Grabenstein, John D,

Subject: RE: Jeryl Lynn Hilleman Endowed Lecture-May 15 Hitton Atlanta

Use caution with any links or file attachments.

| wanted to also share that the CDC Foundation is posting a Blog Post (and sharing on social media) on
the Hilleman Lecture. Thank you again for all of your support of the CDC Foundation and the Hilleman
| ecturel

FB LINK:









please notify us immediately by reply e-mail and then delete it from
yOur system.



From: Grabenstein, John D.

Sent: Thu, 28 Jun 2018 21:26:04 +0000

To: Cohn, Amanda {CDC/OID/NCIRD);Messonnier, Nancy (CDC/OID/NCIRD)
Cc: Yoder, Gregory A;Khan, Amir;Annunziato, Paula W.;Barr, Eliav

Subject: RE: Updating CDC on Merck vaccine pipeline

CAPT Cohn, Dr. Rosenstein,

As we discussed last year about this time, Merck scientists would like to return to CDC in Attanta to
present your relevant subject matter experts an update on our vaccine pipeline. We suggest a mutually
convenient date in November. We would like to offer the information to you under a confidential
disclosure agreement.

vaccination. Our pneumococcal team and your pneumococcal team intend to have a separate all-day
session on a different date, perhaps in October.

We would appreciate if you could update us on your surveiltance plans for RSV and CMV and other
relevant scientific developments on your side.

We can update each other on work with global health stakeholders.
We are open to all your suggestions.
Best regards, John

Jahn D. Grabenstein, RPh, PhD

Executive Director, Global Vaccines Medical Affairs
Merck Research Labaratories

351 N. Sumneytown Pike, UG-2B09

North Wales, PA 19454-2505

fohn D. Grabenstein, RPh, PhD

Executive Director, Global Vaccines Medical Affairs
Merck Research Laboratories

351 N. Sumneytown Pike, UG-2B09

North Wales, PA 19454-2505






From:
Sent: Wed. 11 Jul 2018 Gi:16:5 7 +0000
Jcaltech.edu;Messonnier, Nancy

atharine.paules@nih.gov;Conrad, Patricia
(NI NTAILY) IE,LOLdT L, DAT DAl LU UH LY VLU )
Subject: RE: AAAS 2019 -- Universal flu vaccine proposal -- Session Accepted
Attachments: [EXTERNAL] AAAS 20159 Annual Meeting Proposal Decision (Session 1D #21433),
AAAS Flu Vaccine Proposal-Submission.pdf

Dear Gary, David, Nancy and Anthony,

| am excited to share that our Universal Flu session proposal was accepted by the AAAS review
committee!

Attached is the email | received today — and a copy of our submission.

As a first step, AAAS is asking if you have any scheduling restrictions from Friday, Feb 15 through Sun,

Feb 17, 2015. If you would send me any conflicts by July 23™ then I'll consolidate and follow-up with
the coordinators.

AAAS will reach out to you directly on Aug 1° - to confirm your participation, review your presentation
title and complete some paperwork -- if you can keep an eye out for that email.

Locking forward to the opportunity to work together to create an impactful session!

Best,
Karen

From: Chandross, Karen fUS
Sent: Thursday, April 15, 2018 1:53 PM
To: 'Baltimore, David' <baltimo@caltech.edu>; '‘Messonnier, Nancy (CDC/QID/NCIRDY <narS@cdc.gov>;
Nabel, Gary /US
-avayiakis, Carol , w.
{NIH/NIAID) {E]' <catharine.paules@nih.gov>;
‘Conrad, Patricia (NIH/NIAID) |E]' <conradpa@niaid.nih.gov>; 'Cozart, Barbara (CDC/OID/NCIRD)'



<wind@cdc.gov>
Subject: RE: AAAS 2018 -- Universal flu vaccine proposal -- Final submission attached

Final submission attached for your records.

| spoke to Bill Beck, the Pharmaceutical Sciences Section Secretary -- and he has agreed to endorse our
submission,

Thank you!
Karen

Karen CHANDROSS, PhD
S?nnﬁ D&M

Tt -ELI

From: Chandross, Karen /US

- - 4 mma e a4 oa s

PP o » 1| 1811

-- please send title & 2-3 sentence description
importance: High

Dear All - thank you for agreeing to participate in a proposed 2019 AAAS session, which focuses on
addressing The quest for a universal flu vaccine.

We are very excited to have a great line up and, if selected, David Baltimore has kindly agreed to serve
as moderator.

Speakers:

Gary Nabel, MD, PhD, Sanofi CSO

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Keeping in mind the April 18™ submission deadline, for our speakers, | must submit a 1) a title for your
talk and 2} up to 3 short sentences that describes your focus-- if you would send this to me at your
earlier convenience,

Please note that we would plan to have short talks followed by a longer panel discussion that also
includes engaging the audience.

All the best,



Karen

info:

2019 AAAS meeting (February 14-18) in Washington, DC.

tn line with AAAS’s interest in topire with brnad anneal and relevancy wa are cithmitting g
proposal for a 90-min symposium on “The
quest for a universal flu vaccine.”

Theme is “Science Transcending Boundaries,” which offers an opportunity to bridge the gap
between scholar and practitioner and leverage expertise from different disciplines to highlight
the greatest challenges and most promising solutions to achieving an impactful solfution.

For the session format, 3 speakers are asked to give presentations (~20 minutes each}, followed
by a ~30 minute Q&A period with the audience.

The quest for a universal flu vaccine

According to the World Health Organization, seasonal influenza epidemics cause 3 to 5 million severe
cases and 300,000 to 500,000 deaths globally each year. In the United States alone, there are 140,000 to
710,000 influenza-related hospitalizations and 12,000 ta 56,000 deaths each year, with the highest
burden of disease affecting the very young, the very old, and people with coexisting medical conditions.
The most recent 2017/2018 seasonal vaccine has a 36% overall effectiveness rate in preventing
influenza. This modest outcome is typical and may be due in part to strain mutations, immune evasion
through antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations. There has
been an infusion of new scientific insights and technologies but little impraovement in influenza
prevention or epidemic control, suggesting that its eradication will require a paradigm shift in how we
approach research, development and global access. Questions remain, such as whether targeting more
conserved viral regions or utilizing cell-based, chimeric or recombinant technologies will bring about
improvements. Or whether more focus should be placed on development, including the development of
better predictive models and biomarkers that combine data from patient-centered devices, sensors and
clinical measurements to stay abreast of surveitlance and better forecasts which strains are likely to
predominate in the coming season. This session will bridge the gap between scholar and practitioner
and leverage expertise from a variety of disciplines to highlight the greatest challenges and most
promising solutions to achieving a universal flu vaccine that is durable across all populations. Short talks
will be followed by a panel discussion where the moderator will challenge the proposals and engage the
audience.

iModerator: David Baltimore, PhD

Speakers:

Gary Nabel, MD, PhD, Sanofi CSO

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Organizer: Karen Chandross, PhD, Sanofi R&D

Karen CHANDRQOSS, PhD



Sann-Fi DO.M

TEL | CELL:






TF vimn mrAanncard mara than Ane caccinm

Sincerely,

Ashira B. Greene, Ph.D.
Program Associate

AAAS Annual Meeting
Crabhriimem: A4 17 2010 o ‘“ashington, DC
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From:

Sent: ’ 0000

To: ialtimo@caltech.edu;Messonnier, Nancy
{CDC/OID/NCIRE

[ .1

itharine.paules@nih.gov;Conrad, Patricia
{NIH/NIAID) LE|;LOZart, Barbara [LUL/ OIL/NLIKD)
Subject: RE: AAAS 2019 -- Universal flu vaccine proposal -- Session Accepted

Based on your quick responses, F'll let the AAAS know that there is a conflict on Feb 15t~ but none for
Feb 16 and 17",

Thank you.
Karen

From: Nabel, Gary /US

- I AA ~AmAA A~ A mea

imo@caltech.edu>;

lles@nih.gov>;
LUNTaU, FALIL {(INM/ NTAIL) 1E] SLONTIUPSEII G, THILEUV>; LULdI L, Ddludrd (o OID/NCIRD)
<wind@cdc.gov>
Subject: RE: AAAS 2015 -- Universal flu vaccine proposal -- Session Accepted

From: Chandross, Karen /US
Sent: Tuesday, july 10, 2018 8:17 PM
ssonnier,

>J’
1
T L Ay U RN R LW PRI ] R R R O L D D I e[ VT e R by LR R L ) e b e A I Y e DAL



<wind@cdc.gov>
Subject: RE: AAAS 2015 -- Universal flu vaccine proposal -- Session Accepted

Dear Gary, David, Nancy and Anthony,

| am excited to share that our Universal Flu session proposal was accepted by the AAAS review
committee!

Attached is the email | received today — and a copy of our submission.

As a first step, AAAS is asking if you have any scheduling restrictions from Friday, Feb 15 through Sun,

Feb 17, 2018S. if you would send me any conflicts by July 23 then VIl consolidate and follow-up with
the coordinators.

AAAS will reach out to you directly on Aug 1t - to confirm your participation, review your presentation
title and complete some paperwork -- if you can keep an eye out for that email.

Locking forward to the opportunity to work together to create an impactful session!

Best,
Karen

From: Chandross, Karen /US
Sent: Thursdav. Aoril 19. 2018 1:63 PM

Nancy (¢
ary /US
3, Carol,
\ID) [E]'

'Cozart, Daraea (LU UL INCInLY)

1al submission attached

Final submission attached for your records.

I spoke to Bill Beck, the Pharmaceutical Sciences Section Secretary - and he has agreed to endorse our
submission.

Thank you!
Karen



Karen CHANDROSS, PhD

San~fi REMN
TEL ELI

From: Chandross, Karen /US
Cant Manday Anril tA 2012 11-16 ARA

JH"’C\-L- Nl AV LV LY 77 DHIIVOIOAl LW YaLLlnic PIUPUJ{JI niviLariwi == ain 'JI UPUDCU 'JGII I.Il.l'.o‘ﬂlll..') confirmed
-- please send title & 2-3 sentence description
importance: High

Dear All - thank you for agreeing to participate in a proposed 2019 AAAS session, which focuses on
addressing The guest for a universal flu vaccine.

We are very excited to have a great line up and, if selected, David Baltimore has kindly agreed to serve
as moderator.

Speakers:

Gary Nabel, MD, PhD, Sanofi €SO

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director
Keeping in mind the April 19" submission deadline, for our speakers, | must submit a 1) a title for your
talk and 2} up to 3 short sentences that describes your focus-- if you would send this to me at your
earlier convenience.

Please note that we would plan to have short talks followed by a longer panel discussion that atso
includes engaging the audience.

All the best,
Karen

info:
2019 AAAS meeting (February 14-18) in Washington, DC.
tn line with AAAS’s interest in topire with brnad anneal and relevancy wa are cithmitting a
proposal for a 90-min symposium on “The
guest for a universal flu vaccine.”



Theme is “Science Transcending Boundaries,” which offers an opportunity to bridge the gap
between scholar and practitioner and leverage expertise from different disciplines to highlight
the greatest challenges and most promising solutions to achieving an impactful sclution.

For the session format, 3 speakers are asked to give presentations (~20 minutes each}, followed
by a ~30 minute Q&A period with the audience.

The quest for a universal flu vaccine

According to the World Health Organization, seasonal influenza epidemics cause 3 to 5 million severe
cases and 300,000 to 500,000 deaths globally each year. In the United 5tates alone, there are 140,000 to
710,000 influenza-related hospitalizations and 12,000 to 56,000 deaths each year, with the highest
burden of disease affecting the very young, the very old, and people with coexisting medical conditions.
The most recent 2017/2018 seasonal vaccine has a 36% overall effectiveness rate in preventing
influenza. This modest outcome is typical and may be due in part to strain mutations, immune evasion
through antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations. There has
heen an infusion of new scientific insights and technologies but little improvement in influenza
prevention or epidemic control, suggesting that its eradication will require a paradigm shift in how we
approach research, development and global access. Questions remain, such as whether targeting more
conserved viral regions or utilizing cell-based, chimeric or recombinant technologies will bring ahout
improvements. Or whether more focus should be placed on development, including the development of
better predictive models and biomarkers that combine data from patient-centered devices, sensors and
clinical measurements to stay abreast of surveillance and better farecasts which strains are likely to
predominate in the coming season. This session will bridge the gap between scholar and practitioner
and leverage expertise from a variety of disciplines to highlight the greatest challenges and most
promising solutions to achieving a universal flu vaccine that is durable across all populations. Short talks
will be followed by a panel discussion where the moderator will challenge the proposals and engage the
audience.

Moderator: David Baltimore, PhD

Speakers:

Gary Nabel, MD, PhD, Sanofi CSO

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Organizer: Karen Chandross, PhD, Sanofi R&D

Karen CHANDROSS, PhD

Sannfi RN
TE CELI















Please let me know if we could connect to discuss this and/or our advocacy approach to flu for this
coming season as | believe this attention is a great opportunity for addressing many of the challenges

present in the flu market.

Be well —
Julian



From:

Sent: Wed, 8 Aug 2018 14:48:22 +0000

To: Messonnier, Nancy (CDC/OID/NCIRD);Cozart, Barbara
{CDC/OID/NCIRD

[E];baltimo@calt

Cc:

Subject: 2019 AAAS Annual Meeting - Registration & hotel

| just walked through the process —and determined that you cannot book hotel without
registering for the meeting. The schedule will be announced in early October, so you can either
wait until then or you can just pick a date within the meeting time frame and add to the
registration and hotel reservation and then edit as needed when the schedule is announced.

Best,
Karen

From: Chandross, Karen /US
Sent: Monday, August 6, 2018 9:21 AM
To: 'Messonnier, Nancy {CDC/OIN/NCIRDY <narf@cde.eavs: 'Cozart. Rarbara (CDC/OID/NCIRD)'

<wjnd@cdc.gov>; 'Conrad, Patricia {NIH/NIAID) [E}'
¢rnnradnaniaid nih s> 'Baltimore, David' <baltimo@caltech.edu>; Nabel, Gary /US

Cc; Wei. Ronnie /US <Ronnie.Wei2@sanofi.com>; Travayiakis, Carol /US

Subject: FW: |EXTERNAL] 2019 AAAS Annual Meeting - Registration netification
Dear Colleagues,

As an update, | received the following AAAS meeting registration email. Please let me know if
you have not yet received something similar.

Although | requested Sat, Feb 16" -- we do not yet know our session date. As such, please wait
to register unless you plan to attend the full 3-day meeting. The organizers also suggest booking
your hotel asap — keeping in mind cancelfation policies (in case of the need to modify}.

The scientific sessions will be held at the Washington Marriott Wardman Park Hotel {260
Woodley Rd, NW).

Hotel and travel information is available on the AAAS Annual Meeting website:

PHCLIOL AMEG TS TAVED ot iy available through the meeting registration website until
January 22, 2019.

I’li reach out again once we have the session date confirmed.






Registration Instructions

Profile

Confirmation |D: 1274
Karen Chandross, PhD
Sanofi

55 Corporate Drive
Bridgewater, NJ 0BB07

Note: If you are a AAAS staff member, AAAS Section Officer (secretary, chair, retiring-chair, or chair-
elect), Council Member, or Section Member-At-Large, you will receive a separate set of instructions
and special log-in information to register and make your hotel reservation.

AAAS Annual Meeting scientific sessions will take place at:
Washington Marriott Wardman Park Hotel

Snecial AAAS hotel rates are only available through the meeting registration website un

You are encouraged to make your reservation as soon as possible, as rooms ae assigned
un a ma-c0me, first-served basis and may sell out prior to the deadline. Do not contact the hotels
directly to make your reservation.

Hotel and travel information is available on the AAAS Annual Meetina wehsite:

2 at your
OwWn sk, and AARAD Wil NOT 1TaKe responsiDIILY TOr any I0S1 AeposHis, reservanon reljocauon, or
accuracy in type of room reserved. If vou are contacted by another housing company trying to sell
hotel rooms, please notif w (202) 326-6214.

If you have any questions or need more information, please feel free to contact me.
Best,
Kim Klyberg

Senior Meetings and Special Events Associate
AAAS — American Association for the Advancement of Science



1200 New York Avenue, NW
Washington, DC 20005

P- 2N2_20A_A21A
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From:

Sent: e g L. oo

To: ! - £ fessonnier, Nancy
{CDC/OID/NCIRC

Cc: pamumo@cartecn.eau;Caro -ozart, Barbara

{CDC/OIN/NCIRM:Conrad. Patricia {NIH/NIAIDY [F1:Hoffman. Hillary (NFH/NIAID)

[E

SUDJECI: KE: ZULl3 AAAD ANNUal Meeting: FOssIDIE NeWS DrIeTInNg 1or “1ne Wuestror a
Universal Flu Vaccine”

Dear Amanda, thank you for reaching out to us about the AAAS press briefings opportunity.

| would like to confirm that Gary Nabel is available to speak to you on Sept 10" at 10 am and, as our
Chief Scientific Officer, he can represent Sanofi’s latest research efforts. Please copy Carol Travayiakis,
whao can help in arranging this meeting.

In addition to Drs. Nabel, Fauci and Messonnier — I'd like to suggest also reaching out to Dr. David
Baltimore (in copy), who will be moderating our session.

Perhaps you and | should touch base after you have spoken to each of the speakers in our Flu session — if
you would like to propose any time after 1 pm on Sept 10th. If, after your individual meetings, you think
it would be worth having a discussion with all speakers together, then we can work on this.

Best regards,
Karen

From: Amanda B Johnson [mailto:abjohnson@aaas.org]
Sent: Tuesdav. Sentember 4. 2018 2:58 PM
; Nabel, Gary /US
Dede.gov' <narS@cuc.guv>
lary.hoffman@nih.gov'
<hillary.hoffman@nih.gov>
Subject: [EXTERNAL] 2019 AAAS Annual Meeting: Possible news briefing for "The Quest for a Universal
Flu Vaccine"

Dear Drs. Chandross, Nabel, Fauci, and Messonnier:



My name is Amanda Johnson, and in advance of the AAAS Annual Meeting in February, | am working
with a small committee here at AAAS to investigate which approved Annual Meeting symposia might be
suitable for an additional Annual Meeting event - a AAAS Annual Meeting press briefing.

Press briefings at the Annual Meeting entail 45-minute sessions in which each of a symposium’s
speakers shares *new™* research related to their field, followed by a 20-30 minute Q&A with reporters.
{The Annual Meeting typically draws about 500 reporters who attend the briefings to ask good
questions and write about the related work in popular outlets including The Associated Press, The
Washington Post, and The New York Times.)

Your symposium, The Quest for a Universal Flu Vaccine, looks quite promising for a news briefing. To
that end, | wanted to reach out to you to see if each confirmed speaker (Drs. Nabel, Fauci, and
Messonnier, if 'm understanding correctly) might have time to talk with me about your most recent
research efforts {again, a critical criteria for a symposium to be selected for a press briefing is for new,
previously undisclosed research/sentiments/trends to be among the discussion points — creating

a "news hook” for reporters).

| will report to my committee in mid-September so it would be terrific to talk with each I
have the time, for about 15 minutes, respectively, before that time. Below my signature

propase individual times, for your consideration. ARernatively, | would be happy 10 SUggw.u. o
conference call time, where we all could connect at once. If that is appealing, might you all {Drs. Nabel,
Fauci, and Messonnier and Dr. Chandross, too, as the organizer) be available at 2:00 pm am ET on
Monday, 10 September? Qr, if you prefer the individually listed times, below, we could go that route,
too.

I’'m looking forward to talking with you all,

Best,
Amanda

5 the organizer, your insights would be most valuabie, too, if time permits): might
t 9:00 am ET on Monday, 10 Sept?

tou be available at 10:00 am ET on Monday, 10 Sep

ou be available at 11:00 am ET on Monday, 10 Sept

night you be available at 1:00 pm ET on Monday, 10 Sept?

Amanda Johnson, PhD, Science Press Package Deputy Director
American Association for the Advancement of Science {AAAS)
1200 New York Avenue, NW | Washington, DC 20005

Ph: 20™ "7 Tnen

E-mai

Folloy









From: Grabenstein, John D.

Sent: Fri, 26 Oct 2018 21:21:11 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD};Cohn, Amanda (CDC/DDID/NCIRD)
Subject: FW: NYTimes.com: Bruno Latour, the Post-Truth Philosopher, Mounts a Defense
of Science

“At a meeting between French industrialists and a climatologist a few years ago, Latour was
struck when he heard the scientist defend his results not on the basis of the unimpeachable
authority of science but by laying out to his audience his manufacturing secrets: “the large
number of researchers involved in climate analysis, the complex system for verifying data, the
articles and reports, the principle of peer evaluation. the vast network of weather stations,
floating weather buoys, satellites and computers that ensure the flow of information.™ The
climate denialists, by contrast, the scientist said, had none of this institutional architecture.
Latour realized he was witnessing the beginnings a seismic rhetorical shitt: from scicentists
appealing to transcendent, capital-T Truth to touting the robust networks through which truth is,
and has always been, established.”

From: Grabenstein, John D,

Sent: Friday, October 26. 2018 1718

To: Grabenstein, John D,

Subject: NYTimes.com: Bruno Latour, e rost-iruth Philosopher, Mounts a Defense of Science

From The New York Times:
Bruno Latour, the Post-Truth Philosopher, Mounts a Defense of Science

He spent decades deconstructing the ways that scientists claim their authority. Can his ideas
help them regain that authority today?

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at






From: lgnas-Badman, Karen

Sent: Mon, 22 Oct 2018 16:13:49 +0000
To: Messonnier, Nancy (CDC/DDID/NCIRD)
Cc:

"ancd@cdc.gov';'ROMEROJOSE@UAMS.EDU';'PSzilagyi@mednet.ucla.edu’;'lem2@cdc.gov';'hbc7@cdc.g
ov';Kuter, Barbara J.

Subject: FW: 9vHPV - Use in 27-45 Year Olds - Background for October 25, 2018 ACIP
meeting
Attachments: HPV - Letter to HPY WG ACIP - 22-Oct-2018.pdf, HPV Summary Document-ACIP

27-45 year olds.pdf, HPV Appendix-ACIP 27-45 year olds.pdf

From: Ignas-Badman, Karen On Behalf Of Barr, Eliav

Sent: Monday, October 22, 2018 10:37 AM

To: 'nar@cdc.gov'; 'anc0@cdc.gov'

Cc: 'ROMERCIOSE@UAMS,. EDU'; 'PSzilagyi@mednet.ucla.edu’; 'lem2@cdc.gov'; 'hbc7@cde.gov'; Kuter,
Barbara J.

Subject: 9vHPV - Use in 27-45 Year Olds - Background for October 25, 2018 ACIP meeting

Dear Drs. Messonnier and Cohn,

We would greatly appreciate if you would distribute the attached letter and two supporting
documents to the HPV Work Group, relevant members of the CDC staff, each ACIP member,
and each liaison member. It is important that this be done within the next 1-2 days so that
these individuals have the opportunity to review the materials in advance of the October 25,
2018 ACIP discussion on HPV vaccine.

Many thanks!

Sincerely,
Eliav

Eliav Barr, SVP ond Head / Merck Research Laboratori~- ¢ ##P! ©lnlend Afndined Alfatvs JABaH Conw tiCarn no
351 N. sumneytown Pike, North Wales, PA 19454, UsA

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey. USA 07033), and/or its affiliates Direct contact information












Summary of the Need for HPV Vaccination in Mid-Adult Persons 27-4S Years of Age,

and Differences in Cost-effectiveness Models Presented at October 2018 ACIP

Background

Based on a significant unmet medical need for protection against HFY among mid-adult persons (MAPs)
27 through 45 years of age, the FDA recently granted priority review for Merck’s application to extend
the upper age indication of the nine-valent human papillomavirus (9vHPV)} vaccine from 26 to 45 years.
Based on the strong evidence provided in the application, including a substantial event rate for HPV
disease among placebo recipients in the Phase 3 trial among mid-adult women and the high and durable
efficacy of the 9vHPV vaccine, the FDA approved this change in indication on October 5, 2018, within 6

months of the application submission.’

The objectives of this document are:
1. To summarize scientific evidence that MAPs continue to acquire new HPV infections that can
progress to high-grade disease and cancer, and
2. To explain health-economic modeling to assess the cost-effectiveness of MAP vaccination, to
identify model differences that may impact cost-effectiveness, and to propose steps necessary

to ensure alignment. Details regarding this Summary document are provided in the Appendix.

The need for vaccination of 27-45 year olds

Only about 15% of MAPs were vaccinated when they were age-eligible for an HPV vaccine as
adolescents and young adults. Approximately 80 million MAPs (27-45 years old) live in the United
States. Although approximately 44% of MAPs were age-eligible for HPV vaccination as adolescents and

young adults, an estimated 84% to 87% have not been vaccinated.”

MAPs are susceptible to new HPV vaccine-preventable infections. Adult women can be protected
against the 9vHPV vaccine types to which they are naive. As with young women, most HPV infections in
adult women are likely to contain only one HPV type. It is unlikely that women have already been
exposed to all 9vHPV vaccine types, which suggests the vaccine can provide protection to the vast
majority of MAPs. For example, at baseline in the clinical trial of 4vHPVY {V501-019) in adult women {(24-
to 45 years of age),’ “67% of participants from North America had no anogenital HPV infection for any

HPV type covered by the 9vHPV vaccine, ~21% had an anogenital infection with at least one 9vHPV



vaccine type, no women tested positive for all S9vyHPV vaccine types, and <4% were infected with 3 or
more HPV types among the 12 high-risk HPV types assayed. Infections with non-vaccine types (HPV
35/39/51/56/59) were present in 12% of adult women (Merck unpublished data). The HPV infection

pattern in adult women is similar to that observed in young women.

Sexual behavior throughout adulthood puts MAPs at risk for acquisition of new HPV infections.
Acquiring new sex partners is a primary risk factor for cervical HPV infection, even in women over age
40, and after control for lifetime number of sex partners.*® tn recent national surveys, between 4% and

21% of MAPs reported having 2 or more sex partners in the prior 12 months.™®

in the placebo arm of
the adult women clinical trial (V501-Protocol 019), women who reported having 1 new sex partner in
the 6-month period prior {0 baseline had twice the risk of developing an incident infection as those who
had no new sex partners in the same time period, and women who reported having 2-3 new sex
partners in the 6-month period prior to baseline had 3.5 times the risk of developing an incident

infection as those who reported having no new sex partners.® Some MAP sub-groups are likely to be at

particularly high risk of HPV acquisition, including:

o Previously married and not cohabitating persons: In the 2002 US National Survey of Family Growth
(NSFG),” about 9.9% of women and 7.0% of men 15-44 years of age (85% of whom were 30-44 year-
olds) were previously married and not cohabitating. Of these, 19.1% of women and 48.6% of men
had 15 or more lifetime partners compared with 6.9% and 15.9% of 20- to 24-year-old women and

. 5
men, respectively.

o Adult online daters: Adult women with greater-than-average risk continue to acquire new HPV

infections as seen by the incidence of infections in this group.’

o Men who have sex with men (MSM) and men who have sex with men and women (MSMW):
[ncidence of anal infection with at least one of the HPV types targeted by 9vHPV vaccine is about 6

times higher among MSM/ MSMW 18-70 years of age when compared to heterosexual men.®

MAPs acquire new HPV infections. As seen in the placebo arm of the adult women trial of 4vHPV
vaccine {Protocol 019}, as well as 2vHPV vaccine trials and other observational cohort studies {described
herein}, adults acquire HPV infection, and a number of these infections persist, thereby increasing the
probability of progression to cervical precancers {CIN2+) and cervical cancer. In the placebo arm of the
adult woman trial {Protocol 019}, over 50% of incident HPV anogenital infections containing any SvHPV

vaccine type progressed to persistent infection. Over 48 months of follow-up, the cumulative risk of

2



incident and incident persistent infection of 26 months duration with any 9vHPV vaccine type was 19.4%

and 10.2%, respectively.’

HPV infections in MAPs can progress to high-grade disease at rates similar to young women.

o]

Analyses of the placebo groups of the 4vHPV vaccine efficacy studies in young and mid-adult
females show that the rate of progression of HPV16/18-related persistent infection to HPV16/18-
related CIN2+ in women 16-26 years of age (2.6/100 person-yrs; 95% Cl: 2.0 to 3.3) is similar to that
in women 27-45 years of age (2.9/100 person-yrs; 95% Cl! 1.9 to 4.3).° Analyses of the placebo
groups of the 4vHPV vaccine efficacy studies in young and mid-adult females show that the rate of
progression of HPV16/18-related persistent infection to HPV16/18-related CIN2+ in women 16-26
years of age (2.6/100 person-years; 95% CI: 2.0 to 3.3) is similar to that in women 27-45 years of age
(2.9/100 person-years; 95% CJ 1.9 to 4.3)."

Similarly, an analysis of the placebo arm of the bivalent HPV (2vHPV) vaccine efficacy study in
women older than 25 years of age (~90% of whom were 25-45 years old) demonstrated that high-
risk persistent HPV infections lasting 26 months in adult women progress within 48 months to low
grade and high-grade cervical lesions at rates similar to young women (~15% and 10%,

respectively).™

in the placebo group of a 4vHPV vaccine trial (V501-019)* among mid-adult women, 24-45 years of
age, 44% of mid-adult women with baseline HPV infection and 18% without baseline HPV infection
developed atypical squamous cells of undetermined significance {ASC-U5} or worse during the 4
years of follow-up. Approximately 6% and 0.4% of adult women with and without infection with any
of 14 measured HPV types at bhaseline, respectively, developed atypical squamous cells of high

significance {ASC-H) or worse.”

Approximately 50% of CIN2+ in the US results from incident HPV infections acquired over the age of

26 years. Estimates of the burden of CIN2+ caused by high-risk 9vHPV vaccine types acquired during the

young adult years, in comparison to the mid-adult years, can be helpful in evaluating the value of

vaccinating adult women. Woe estimated the number of CIN2+ lesions in young and adult women

attributable to the 7 high-risk types in the 9vHPV vaccine (Merck unpublished data). In brief, we used

type-specific HPV incident infection rates from the placebo groups of the young and adult women

clinical trials of 4vHPV vaccine. We applied progression rates to calculate the number of lesions, and we









Clearance of HPV infection and reinfection;

o}

The CDC simplified model does not allow for clearance of HPV infection. This absence of
clearance in the CDC simplified model reduces infection among MAPs. The Merck model allows
for clearance of HPV infection and considers that a proportion of individuals who have cleared
their initial HPV infections remain susceptible. This is consistent with the published natural

24,2526

history of HPV infection. The clearance/reinfection assumptions in the Merck model are

more conservative than those reported in a recent meta-analysis by Beachler et a).?’

Sexual mixing behavior:

&

Although the HPV-ADVISE model and the Merck model use similar underlying sexual behavior
data, the models differ substantially in the way partnerships are modeled. Model-based
assumptions regarding partnership formation and ability to mix with older age groups may have
resulted in lower levels of sexual partnerships and reduced infection among MAPs in the HPV-

ADVISE model, resulting in less benefit from vaccinating MAPs.

An assumption of longer time to progression to cancer in the HPV-ADVISE model may render fewer

benefits to vaccinated MAPs due to the competing risk of other causes of mortality.

HPV acquisition rates among MAPs in the CDC simplified model, derived from previously published

models, are lower than more contemporary and rigorous estimates of incidence rates from clinical

trials® or population cohort studies.?






Concfusions

e HPV disease is a significant medical concern for MAPs, who continue to acquire new HPV
infections that can progress to high-grade disease and cancer.

¢ Our findings suggest that approximately 50% of CIN2+ cases in the US result from incident HPV
infections acquired after the age of 26 years. It is estimated that each year 72,275 - 72,874 cases
of CIN2+ attributable to the 7 high risk types in the 9vHPV vaccine arise from infections acquired
at age 27 years or older.

¢ The median age of incident HPV infection of approximately 27 years is also supported by
estimates of cumulative HPV infections from the Merck Model, and of annual incident infection
obtained from trial/cohort based transmission rates applied to the US population. It is
necessary to align the cost-effectiveness modeling on this crucial aspect of HPV infection.

e Sub-groups of MAPs such as persons previously married and not cohabitating, MSM, and
MSMW, and online daters are at an even higher risk of acquiring HPV.

® Given that all three models of the cost effectiveness of 9vHPV vaccine in 27-45 year olds have
been extensively peer-reviewed and cited, and historically yielded similar cost effectiveness
results in younger cohorts, a detailed cross-validation and review of the models is needed to
clarify the differences between the models in the MAP population, in order to help decision

makers accurately assess the true economic value of HPV vaccination in this age group.
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1 Background

Based on a significant unmet medical need for protection against HPV among mid-adult persons (MAPs}
27 through 45 years of age, the FDA recently granted priority review for Merck’s application to extend the
upper age indication of the nine-valent human papillomavirus (SvHPV) vaccine from 26 to 45 years. Based
on the strong evidence provided in the application, including a substantial event rate for HPV disease
among placebo-recipients in the Phase 3 trial among mid-adult women and the high and durable efficacy
of the 8vHPV vaccine, the FDA approved this change in indication on October 5, 2018, within & months of
the application submission.” Cost-effectiveness analysis to evaluate vaccination of MAPs from three peer-
reviewed models—the CDC simplified model?, the HPV-ADVISE model®, and the Merck model®--will be
presented at the October 2018 ACIP meeting.

The objective of this Appendix is to provide detailed scientific information regarding the facts presented in
the accompanying Summary document.

2 The need for MAP vaccination

2.1 Mast MAPs are unvaccinated

Approximately 80 million MAPs (27 to 45 years old} live in the United States (US). Millions are sexually
active and at risk for acquiring HPV.

We used the Merck model vaccination coverage to estimate the number of 27 to 45 year old women and
20-45 year old men in the vaccinated population.

e We estimated the number of people in this cohort and the number of people who were age-
eligible (females 15-26 in 2007, men 13-21 in 2011} from this cohort at the beginning of 2019,

e Woe then estimated the number of people who had been given at least one dose of HPV vaccine in
this age cohort by the end of 2018 using National Health and Nutrition Examination Survey
{NHANES)® and National Immunization Survey-Teen {Ni5-Teen}® coverage estimates.

s Of the approximately 44% of those MAPs who were age-eligible for HPV vaccination, an estimated
84%-87% have not been vaccinated.

Individuals in this age range continue to be susceptible to HPV infections that can be prevented by use of
the 9vHPV vaccine.

2.2 A substantial number af mid-aduits have behaviars that put them at risk for HPV
infectian

Understanding sexual behavior in the US population is important so that transmission dynamics are
accurately captured for disease burden estimates and cost effectiveness models.

Sexual behavior in the US is reported through several national surveys. One of these surveys is the
National Survey of Family Growth (NSFG), which is conducted by the Centers for Disease Control and
Prevention’s {CDC) National Center for Health Statistics {NCHS) among males and females 15 to 44 years of
age in the United States. It is based on in-person, face-to-face interviews. In the NSFG"%:

» Between 4% and 21% of MAPs reported having 2 or more sex partners in the prior 12 months.
Number of recent sex partners is a strong risk factor for HPV infection acguisition (Table 1}.






Table 2).

The median number of lifetime partners increased during mid-adulthood: 25- to 44-year-old men
reported a median of 6.7 partners, compared to 3.8 among young men aged 20 to 24 years;
among women, 25- to 44-year-olds reported a median of 3.8 lifetime partners, compared to 2.8
among 20- to 24-year-olds (Table 2).

Having had 15 or more lifetime partners was reported by approximately 11% to 12% of adult
women, and 24% to 34% of adult males, compared to 6.9% and 15.9% of 20- to 24-year-old
women and men, respectively.

The National Health and Nutrition Examination Surveys (MHAMES) also report sexual behavior data in a
nationally representative sample of the non-institutionalized US population. Findings of data analyzed for
years 1999-2012 indicate:

The median number of lifetime sexual partners has increased in more recent birth cohorts*® {Table
3).

Overall, this implies that new partners continue to be acqguired during mid adulthood (i.e., age 25
to 44 years}, although a slower rate than during the ages 20 to 24 years (Table 3).

As noted by Liu et al. 2015, these data also support the notion that risk of HPV infection is greater
amang birth cohorts wha became sexually active after the sexual revolution.












2.3.2  Married women in their first marriage vs. other women

In Protocol V501-018, after adjusting for age, in comparison to women who were married and in their first
marriage, all other people in the trial had 50% higher risk of developing an incident infection with at least
one of the 7 high risk SvHPV types.

233 MSMand MSMW

Other high-risk groups include men who have sex with men {MSM) and men who have sex with men and
women (MSMW). Incidence of anal infection with at least one of the HPV types targeted by SvHPY was
about 6 times higher among men who have sex with men or men who have sex with men and women,
compared to heterosexual men."”

2.4 Mid-aduits are susceptible to new HPV infections

Both infected and uninfected adult women are susceptible to new HPV infections, as most HPV infections
in adult women are likely to contain only one HPVY type and very few have more than 3 HPV types. In the
clinical trials of 4vHPV (Protocol V501-013/15 and V501-019) in young and adult women up to 45 years of
age,”® ~ 70% of participants were free from anogenital HPV infection with all 14 HPV types in the Merck
PCR assay (Figure 1). No women tested positive for all 9 types in the 9vHPV at baseline, and
approximately 21% had an anogenital infection with at least 1 HPV type targeted by the 9vHPV vaccine.

Figure 1: Prevalence of HPV Anogenital infection (Day 1) in 4vHPV clinical trials
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2.5 Mid-adults can acquire new HPV infections

In a 2016 publication evaluating HPV infections in US women 25 to 65 years of age who were online
daters,”® the 12-month incidence of high-risk HPV in vaginal swabs was 25.4% {95% CI: 21.3, 30.1}. The
study investigators estimaied that 64% of the incident high-risk HPVY infections in their study were likely
new acquisition, whereas about one-third were likely redetections of prior infection.
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2.6 Acquiring new sex partners is a risk factor of HPV infection

Acquiring new sex partners, not age, has been shown to be a primary risk factor for cervical HPV infection
in women over age 40°%.

2.7 Adult men also acquire HPV infections

Anal HPV infection is constant across ages in US males. In a sample of 634 males from Tampa, Florida
participating in the HPV in Men {HIM) Study®, anal infection prevalence did not significantly differ across
the groups 18 to 30, 31 to 44, and 45 to 70 years of age {12.6%, 19.4%, 16.2%). The overall HPV
prevalence was 15.0% in the entire cohort and 10.2% among men who had sex exclusively with women
{MSW). The prevalence with any 9vHPV types was 8.8% in the entire cohort and 6% among MSW.

2.8 US odults ocquire new HPV infections which con progress to HPV-related diseose

HPV infections in adults can progress to disease. Merck’s trial data demonstrate that young and adult
women with an incident HPV infection have similar rates of progression to CIN. Analyses of the placebo
groups of the 4vHPV vaccine efficacy studies in young and mid-adult females show that the rate of
progression of HPV16/18-related persistent infection to HPV16/18-related CIN2+ in women 16-26 years of
age (2.6/100 person-yrs; 95% C1:2.0 to 3.3) is similar to that in women 27-45 years of age (2.9/100 person-
yrs; 95% Cl 1.9 to 4.3) with no statistically significant difference.”

Similarly, data from the 2vHPV vaccine clinical trial (VIVIANE) in adult wormen »25 years of age (~90% who
were 45 years of age or younger) and the PATRICIA trial in women 15-25 years of age demaonstrated that
rates of progression to low and high grade cervical lesions are similar in young and adult women {Figure
2).** High-risk persistent HPV infections lasting 26 months in adult women progressed within 48 months
to low grade and high-grade cervical lesions (CIN1+ and CIN2+} at rates similar to young women
{approximately 15% and 10%, respectively).®*
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Figure 3; Cumulative incidence of ASC-H/HSIL or worse Pap outcomes {by Day 1 HPV infection status)
among adult women in Protocol 019
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2.9 Estimates of CIN2+ in Young Women and Adult Women in the United States

Estimates of the burden of CIN2+ caused by high-risk 9vHPV vaccine types acquired during the young adult
years, in comparison to the mid-adult years, can be helpful in evaluating the value of vaccinating adult
women. We estimated the number of CIN2+ lesions using: 1) age-specific published rates of CIN2+ and
proportional attribution of HPV 16/18 and HPV 31/33/45/52/58 (Gargano et al, 2018; Flagg et al, 2014;
Hariri et al. 2015)”° *° ?7; and 2) rates of incident and incident persistent infection in the placebo groups of
4vHPV vaccine clinical trials and progression probabilities®™ **{Merck, unpublished data; Insinga et al.
2011; Skinner et al. 2016)*,

Estimates from Table 6 show an overall annual number of CIN2+ of ~200,000 caused by any HPY types. Of
these, approximately 150,000 cases are caused by the 7 high-risk types in the 9vHPV vaccine, and 47%
{~72,000 cases) are diagnosed in women age 30 or older annually. We assumed all HPV infections
associated lesions began prior to age 27 and may have progressed within 36 months.

Estimates from Table 7 provide another perspective on HPV infections acquired prior to age 27 and
associated CIN2+ lesions. Approximately 60,000 CIN2+ are caused by persistent infections acquired within
the prior 24 months. Approximately 88,000 CIN2+ were estimated from incident infections that progress
within 12 months, while approximately 130,000 incident infections were estimated to progress to CIN2+
within 36 months.

Table 6: Annual Number of CIN2+ Lesions in the United States Attributed to 9vHPY Vaccine High-Risk
HPV Types: Estimated from Rates of CIN2+ and Proportional Attribution of HPV Types in Lesions
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outcomes. |t is necessary to investigate the reasons for these discrepancies. This is a matter of public
health significance in the US, where teenage vaccine coverage rates remain below target goals®, and
MAPs remain susceptible to HPV infection, and subsequent HPV-related diseases.

3.1 Cost-effectiveness results

In the cost-effectiveness model, we compared status quo vaccination with MAP vaccination. The status
quo strategy assumes current routine and catch-up ACIP recommendations for 9-26 year-old female and
9-21 vyear-old male vaccination remain in place. The MAP strategy assumes the current ACIP
recommendation is extended to include 9-45 year old females and males with an additional adult
vaccination uptake of 2.6% and 1.9% for females and males, respectively. In order to facilitate model
comparison, we modified our input parameters to match the CDC simplified model input parameters as
follows:

1. We used the NIS-Teen 2014-2015 3-dose vaccine coverage rates {instead of NHANES), without
historical coverage

2. Persons 215 years old received 3 doses and all persons 9-14 years old received 2 doses of the

vaccine

We assumed full vaccine completion for all cohorts

4. Woe assumed a total population size of 322.899 million people as used in the CDC simplified model
in Merck’s model. We modified our MAP strategy to match the number of persons vaccinated
{~350 million} over the time horizon and the vaccination costs to that in the CDC simplified model.

w

The ICERs for MAP vaccination compared with status quo for the CDC simplified model and Merck model
were estimated at $492,500/QALY and 88,4505/QALY, respectively (Table 14). The main reason for the
discrepancy in ICERs is most likely that the Merck model estimated 55,768 cancers averted, higher than
that estimated by the CDC simplified model at 34,800 cancers averted. This resulted in more QALYs gained
and thus a lower ICER for the Merck model.
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Table 14: Comparison of CDC simplified model and Merck model {using similar assumptions)

CDC Model Merck Model
Item estimated Status Quo MAP, Difference Status Quo MAP, Difference
vaccination vaccination
Millions vaccinated 286.6 346.8 60.2 283.2 349.5 619
As % of status quo 21.0% 21.9%
Vacdnation costs 141.3 205.5 64.2 155.0 215.9 60.9
{per-capita} ]
Cancers averted in
females 957,400 977,400 773,075 803,170
Cancers averted in
males 491,700 506,600 364,167 389,840
Total cancers
averted 1,443,200 1,484,000 1,137,242 1,193,009
Direct medical cc-rsts 89.6 826 3.0 1248 1325 7.7
averted (per-capita)
Number of QALYs
gained vs. no 0.00357936 | 0.00370366 | 0.000124302 | 0.00918976 | 0.00979001 | 0.000600347
vaccination [per-
capita)
Incremental cost
per QALY gained 14,400 492,500 3,204} 88,450"
($/0ALY)

*|CER for status quo compared with no vaccination

" ICER for MAP vaccination compared with staius quo

3.2 Median age of HPV infection

¢ Understanding the median age at which incidence of infection occurs can help us understand
whether infection occurs among MAPs. A lower median age of infection implies a higher
proportion of persons are already infected and, therefore, deriving limited benefit from

vaccination.

*  We estimated median age of first HPV infection to be 27 years. The cumulative incidence of HPV
infection by age as estimated by the Merck maodel is plotted in Figure 4.
» Using HPV-acquisition probabilities in the CDC simplified model, we generated a curve of
cumulative incidence for HPV-16 type infection with age (also plotted in Figure 4). An approximate
estimate of the median age in the CDC simplified model is 22 years (Figure 4}.

* Woe used incidence rates {
¢ Table 15) for women in the placebo group from 4vHP

31,32,33.34
V

trials and from the Columbian

cohort™ and apptied them to the 2017 US population to estimate the annual incident HPV
infection in the US, and added the resultant estimated cumulative annual incident HPV infection
by age curve to Figure 4.
¢  We found that the slope of the HPV cumulative incidence is much steeper in the CDC simplified
model during younger ages and becomes flatter after age 27, compared to that in the Merck
model. The cumulative incidence curves plotted from annual incidence rates in the 4vHPV and
Columbian cohort match the Merck curve closely, with the median age of infection closer to 27

years than 22 years.
Assuming that similar proportions of HPV infections progress to cancer for persons below and
above 27 years of age, and assuming a 30-40 year period for a HPV infection to progress to cancer,

22






Merck model has also been cross-validated using other models.

o In a systematic review and meta-analysis of model predictions from transmission-dynamic
models of the long-term population-level effectiveness of vaccination against HPV, Brisson
et al” examined the variability in predicted herd effects, incremental benefit of
vaccinating boys, and potential for HPV-vaccine-type elimination. They found 16 eligible
models, including the Merck model, that provided predictions. They concluded that
although HPY models differ in structure, data used for calibration, settings, and
population-level predictions were generally concordant.

o In a literature review conducted to evatuate models of HPV vaccination in terms of their
capacity, requirements, limitations and comparability, Jit et al** found 6 models (including
the Merck model) that were used to evaluate the cost-effectiveness of HPV vaccination of
adolescent girls. Despite differences in model type, structure, assumptions and
complexity, the authors reached conclusions that were qualitatively similar about the
cost-effectiveness of vaccination, although they displayed diverse guantitative features
particularly in sensitivity analyses.

Given the history of convergence during previous evaluations of cost-effectiveness of HPV vaccine
for the ACIP and with other models in lower age groups, and lack of any structural changes in the
Merck model in the current version, it may be helpful to understand the reasons for differences in
the results from the three models for the mid-adult cost-effectiveness analysis.

4 Differences in models
Several variables that may explain the differences in the cost effectiveness results include the model
structure, the probability of HPV acquisition, and the duration of progression from CIN3 to cancer.

4.1 Model structure

The CDC simplified model is a Susceptible Infected (St model that assumes that people infected
cannot be re-infected after a first infection.

The Merck model is a Susceptible-Infected-Recovery-Susceptible (SIRS) model that considers that
individuals infected by HPV have a probability to recover and are then susceptible to be infected
again.

Several HPV natural history studies have suggested that individuals can be re-infected with the
same type after apparently having cleared their HPV infection.*>**** This difference between the
two models could be important and may reduce the number of susceptible MAPs in the CDC
simplified model compared with the Merck model, and consequently the number of incident HPV
infections and associated HPV-related diseases among MAPs.

The Merck model makes detailed assumptions about seroconversion and natural immunity after
infection®>***, These assumptions are presented in

Table 16.

o The assumptions about the degree of protection in individuals with measurable levels of
naturally acquired antibodies are consistent with findings from a recent meta-analysis by
Bleacher et al. (2016),” which reported that seropositive females have significant, but
modest protection against subsequent genital HPV 16 infections (pooled relative risk iRR:
0.65; I1Cys%: 0.5-0.8) and HPV 18 {pooled RR: 0.7; ICgsx:0.43-0.98) infections compared to
seronegative females. Among men, seropositivity was not associated with significant
protection against future HPV 16 or 18 genital infections. These findings confirm that even
among individuals with measurable HPV antibodies {of note, only a proportion of

24






vaccine; rate =incidence rate per 100 person-years at risk. N=Number of subjects randomized to the respective
vaccination group who received at least 1 injection and were seropositive and DNA negative for the relevant vaccine
HPV type at enrolment. n=Number of subjects who have at least one follow-up visit after Day 1.

4.2 HPV acquisition/ transmission
A summary of the HPV acquisition assumptions in each of the 3 models follows.

4.2.1 HPV-acquisition in the CDC simplified model

e |n the CDC simplified model, the probability of HPV acquisition is an input to the model. The CDC
simplified model uses HPV acquisition probabilities from model-based analysis by Canfell et al
{2004)>°, which sources transmission rates from Barnabas et al {2004)%, Melkert et al {1993)*}, and
Schiffman et al (2003)%, and model-based analysis by Myers et al {2000)%, which sources
transmission rates from Kiviat et al {1996)%, Ho et al {1998),% and Hildesheim et al (1994)*°.

e The annual HPV acquisition probability in the CDC simplified model is 0.0431, 0.0141, and 0.0065
in 20, 30, and 35 year olds, respectively.

¢ The HPV acquisition probabilities for MAPs in the CDC Simplified Model are much lower than
those in the 4vHPY and Columbian cohort {Table 15}.

» Lower HPV acquisition probabilities for MAPs are likely to result in less infection and show
reduced clinical and economic impact of MAP vaccination.

4.2.2  HPV-acquisition in the HPV-ADVISE model
o HPV-ADVISE is an individual simulation model. Each individual or agent has multiple attributes,
such as gender, age, and ability to form partnerships, HPV status, etc. This structure provides
flexibility in modeling but requires more data and more complex assumptions. Therefore,
calibration can be challenging, and overall individual simulation models are less tractable than
differential eqguation-based transmission dynamic models. The complexity of the HPV-ADVISE
model is demonstrated by the number of inputs required to determine the overall level of sexual
activity, including:
1. Level of sexual activity {low, 1=0 with 0-1 lifetime partners, to high, 1=3 with 40+ lifetime
partners)
2. Initiation of sexual activity at a rate that depends on age and level of sexual activity
Partner acquisition rate which is then attributed to each sexual activity level by age
4. A stochastic pair formation and separation process, driven by females. Each woman has a
specific rate of either forming a new partnership, if single, or separating, if currently involved
in a stable partnership. Only monogamous stable and casual partnerships are modeled;
concurrent partnerships are not simulated
5. A mixing matrix that enables females to select a male partner reflecting individual preferences
for age and sexual activity level
¢ The HPV-ADVISE model uses data from the US NSFG 2006-2010 and PISCES, a Canadian survey.
Partner acquisition rates were calculated from the Seattle Sex Survey.
» The complexity of the model is demonstrated in the prior range and posterior ranges for partner
acquisition of sexually active males. The HPV-ABVISE model shows substantial (and non-smooth)

declines in partner acquisition after age 24, even for persons with the highest risk level, defined as

[F8)

those with 40+ life partners {Figure 5)

» Figure 5: An examination of the outputs for posterior ranges in the HPV-ADVISE model appendix®’
shows substantial decline in sexual activity after age 24, which is not commensurate with the data
from the US NSFG described previously.
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4.2.3

4,24

HPV-acquisition in the Merck model
In the Merck model, transmission is determined within the model, similar to the HPV-ADVISE
model.
Transmission is based on the number of sexual partners in the previous year, using data from both
men and women.
HPV-ADVISE model uses women's sexual behavior as a starting point and use a narrow mixing
matrix to define relationships with men. HPV-ADVISE assume no concurrency (simultaneous
multiple partnerships). The Merck model. We use both female and male data and balances
partnerships by taking the geometric mean of the total number of partnerships. The Merck model
models sexual partnerships as instantaneous contacts based on number of sexual partnerships in
the previous year.

The Merck model uses three inputs for HPV acquisition:

1. Proportion of population in each of the following sexual activity categories: Low {number of
partners/year: £ 1), Medium {number of partners/year: 2-4), High {number of partners/year:
5+)

2. Mean number of partners/year by activity category and gender: Low, Medium, High

3. Sexual mixing among members of different age cohorts. The Merck model allows for broader
mixing compared to that in the US NSFG.

Summary of HPV-acquisition/transmission across the 3 models

The HPV acquisition data and modeling are different in all three models. Given that the median
age of infection is lower in the CDC and HPV-ADVISE models compared with the Merck model, the
level of sexual activity among MAPs in the HPV-ADVISE model seems to be much lower than that
in the Merck model.

Understanding HPV acquisition and modeling of sexual behavior is important to understand the
differences in the model.

4.3 Duratian aof progression from CIN3 to cervical cancer

The HPV-ADVISE model and the Merck model have different duration of progression from CIN3 to
cervical cancer.

In the HPV-ADVISE model, the duration of progression from CIN3 to cervical cancer is based on a
Gamma distribution with range of 25 to 40 years for all HPV types. The rationale for this value is
not published.

In the Merck model, the duration is about 21 years for HPV 16/18 and 35 years for other high-risk
types. When the model was initially parameterized, we were unable to find values in the literature
for this duration and are unaware of any published data on this topic in recent years. Therefore,
we used calibration to estimate the rate from carcinoma in-situ to squamous cell carcinoma.®
Having a higher duration of progression from CIN3 to cancer is likely to reduce benefits associated
with MAP vaccination, as some of the infections acquired as MAP may not progress to cancers
before persons in the model die of natural causes.

4.4 Other minor differences

Both the CDC simplified model and the Merck model use the same input data sources for
underlying disease costs, however the CDC simplified model used median costs whereas Merck
used mean costs.

Using mean costs is important from a societal perspective as society must pay all costs incurred,
including a small proportion of implausibly large ones. Median costs could arguably be used to
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make decisions from an individual perspective. The Second panel for Cost-effectiveness in Health
and Medicine recommends use of mean to estimate costs.”

¢ The use of median costs in a societal cost-effectiveness evaluation is not optimal. Given that the
vaccine preventable costs are much lower compared to the other costs, the impact of this change
is likely to be minimal.

5 Cross-validation

A cross-validation exercise”” across all 3 models could help us assess and resolve the differences in the
model results. Some of the parameters that could be evaluated include:

e |CER tables (per-capita) for various scenarios: Per-capita ICER tables, both discounted and
undiscounted should be compared across all the models. This will make comparison easier.

e HPV16/18/31/33/45/52/58 prevalence over 100 years with and without MAP vaccination (per
100,000)

s Disease breakdown of all costs and QALYs {per capita)

e  Cumulative incidence of HPV infection by age

6 Conclusions

¢ HPV disease is a significant medical concern for MAPs, who continue to acquire new HPV
infections that can progress to high-grade disease and cancer.

s Our findings suggest that approximately 50% of CIN2+ cases in the US result from incident HPV
infections acquired after the age of 26 years. It is estimated that each year 72,275 - 72,874 cases
of CIN2+ attributable to the 7 high risk types in the 9vHPV vaccine arise from infections acquired
at age 27 years or older.

e The median age of incident HPV infection of approximately 27 years is also supported by estimates
of cumulative HPV infections from the Merck Model, and of annual incident infection obtained
from trial/cohort based transmission rates applied to the US population. It is necessary to align
the cost-effectiveness modeling on this crucial aspect of HPV infection.

s  Sub-groups of MAPs such as persons previously married and not cohabitating, MSM, and MSMW,
and online daters are at an even higher risk of acquiring HPV.

e Given that all three models of the cost effectiveness of SvHPV vaccine in 27-45 year olds have
been extensively peer-reviewed and cited, and historically yielded similar cost effectiveness
results in younger cohorts, a detailed cross-validation and review of the models is needed to
clarify the differences between the models in the MAP population, in order to help decision
makers accurately assess the true economic value of HPV vaccination in this age group.
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From: Grabenstein, John D.

Sent: Wed, 21 Nov 2018 23:49:54 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cohn, Amanda
{CDC/DDID/NCIRD/OD)

Subject: Romaine... :-}

Reporting in, oh you public-health leaders!
QOur romaine has been consigned to the compost pile. Message cascaded to entire staff.

Wishing you wonderful, relaxing, unplugged, and family-filled Thanksgivings! Ideally, you will receive
this message on Monday, but that’s doubtful with the faithful such as yourselves.

| promise to cook the turkey to the FDA-recommended {or is it CDC-recommended?) internal
temperature with my instant thermometer and to be injury-avoidant during carving!

©
John

John D. Grabenstein, RPh, PhD

Executive Director, Global Vaccines Medical Affairs
Merck Research Laboratories

351 N. Sumneytown Pike, UG-2B0S

North Wales, PA 19454-2505

desk

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co.. Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.



From:

Sent:

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cozart, Barbara

{<

[E

Ci

Subject: 2019 AAAS Annual Meeting - Your Session Schedule -- Flu Session Feb 16, 2019
Attachments: AAAS Flu Vaccine Session-Accepted.pdf

You each should have received an email from AAAS requesting abstracts for your individual tatks. | had
included short abstracts in our original submission from which you can work from -- and have attached
these for your convenience (see below for extractions).

Amanda Johnson, communications lead for AAAS, has Nancy Messonnier, Anthony Fauci and Gary
Nabel listed as participating in a news briefing and she should be coordinating the timing for this
directly with you. Gary, Amanda confirmed with John Shiver that he will join you for the briefing.

AAAS is also asking that you upload your slide presentations by mid-January since these will be used as
a foundation to frame the news briefing.

As a reminder, we will have shorter talks with a panel discussion at the end. For planning, since there is
90 min total for 3 speakers and a short introduction by David Baltimore—this means about 5 min
introduction, 20 min for each talk and then 25 min for the panel and Q&A, moderated by David
Baltimore. Let me know if you another suggestion.

Wishing you happy holidays.

Best,
Karen

Gary Nabel

Title: Rational Design and Development of Universal Influenza Vaccines

Summary: This talk will cover the altemnative paths to improved influenza vaccines. Different
potential approaches to a broadly protective antibody will be highlighted. Major scientific
challenges and opportunities based on influenza biology and the human immune response will be
discussed. Finally, considerations for product development will be reviewed, including clinical
testing, tegulatory, and manufacturing issues, as well as opportunities to advance through public-
private partnerships.

Anthony Fauci

Tifle: Chasing Influenza: The Need for a Universal Influenza Vaccine

Summary: Strain-specific vaccination for influenza is suboptimal: 1) Seasonal vaccines are not
consistently effective 2) Pandemics occur and response after the fact is ineffective 3) chasing
after potential pandemic viruses is costly and ineffective. Our goal is a universal influenza
vaccine that would protect against both seasonal and pandemic viruses. To achieve this, we must






JID/NCIRD)'

ia (NIH/NIAID) [E}'
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Nei, Ronnie /US

Subject: FW: |[EXIEKNAL] ZULY AAAS ANNual Meeting - YoUr Session dchedule -- FIu session Feb 16,
2019

Dear Colleagues,

Qur flu vaccine session is confirmed for Saturday, February 16, 2019 {3:30 — S pm) — if you would be
please block your calendars, register for the meeting and finalize your travel arrangements as soon as
possible.

You should have received the registration link (which then also opens up hotel registration) directly from
the AAAS. If this is not the case, please reach out to Ashira Greene directly.

You may have been contacted by Amanda Johnson, AAAS’ Press Deputy Director. She would like to
highlight cutting edge science coming out of your research labs in a press conference, to be held before
our session — so please consider this when planning your travel. | had suggested that since this session
involves very senior level experts from across the different healthcare sectors, it could be interesting to
engage the panel {together) around ways of working together to solve some of the biggest challenges to
achieving broadly protective or universal vaccines,

Thank you,
Karen

From

Sent: viciivey, voiuner o ) van mdre fave

To: Chandross, Karen /US

Subject: [EXTERNAL] 20149 AAAS Annual Meeting - Your >ession Schedule

Dear Karen Chandross, PhD,

Your session at the 2019 AAAS Annual Meeting in Washington, DC has been
scheduled.

Title: The Quest for a Universal Flu Vaccine
Date: Saturday, February 16, 2019
Time: 3:30 PM to 5:00 PM

Scheduling took many variables into consideration, including speaker and
organizer conflicts. The schedule is final and additional changes are unable



to be accommodated. If an emergency arises, please contact me. If you are
organizing more than one session, you will receive a separate email for each
one.

Please inform the participants in your session(s). Organizers are responsible
to disseminate this and other relevant information to all participants in their
panels.

The room will be equipped with an LCD projector and screen, a laptop, a
head table for three, one podium microphone, and one table microphone,
which will be billed to AAAS. Shared Wi-Fi will be available in the meeting
rooms. The addition of extra equipment, such as a wired Internet
connection, presentation remote, or additional microphones is your

responsub|l|ty and will not be billed to AAAS. To order ~~-*i~~=! ~=rrimang
at your cost, a list ~f »~ndors will be available on you 1
late January. Thi: ~ill be updated severaltimes __._._ . __.__., __th
logistical informa....., ..2ls, and tips for your use in preparing your

presentation.

Starting in late December, AAAS will poll registrants as to which sessions
they are most interested in attending. Once the results are in, the room
assignments will be determined and published in |late January. Poll results
will strongly affect but not be the only determining factor in room
assignments.

Env mnnen infrveantine ~hegt the 2019 AAAS Annual Meeting, visit
The meeting schedule will be available online
) .. Meeting registration is open; all confirmed
speakers have received reg|strat|on instructinne hv amail Tf van haye
questions about how to register, please ema

If you must withdraw your session, make a presenter change, or have
nAnectinne ahant vane gaggion, please contact me as soon as possible at
r (202) 326-6593.

Sincerely,
Ashira

Ashira B. Greene, Ph.D.

Program Associate, Office of Meetings and Special Events
American Association for the Advancement of Science
1200 New York Avenue NW

Washington, DC 20005

P. 0T IL £ENTD

E



AAAS Annual Meeting
Februarv 14-17, 2019 « Washington, DC






2019 AAAS Annual Meeting speakers interested in applying for travel support must do so by September
27,2018 at 11~ - ' . bmitted online through the AAAS Travei Support

Request websit

To submit a travel support request, a speaker must create an account online and follow the instructions.
Please note that applying for travel support is not a guarantee that funding will be awarded. The
disciplinary sections of AAAS may choose to authorize travel support from their modest budgets.
Speakers will be notified of the decision regarding their request in early November.

dd ek dd kb ke e v de ek

If you have any questions, please emz “call (202) 326-6450.

AAAS Meetings Staff

1200 New York Avenue NW
Washington, DC 20005
Phon =7 7o
Emai

AAAS Annual Meeting
Februarv 14-17. 2019 = Washington, DC






As a reminder, here is what to expect in the coming months:

¢ Early August: All participants will receive information about registration and
housing when these sites open online. Information about applying for travel support
will be sent only to you (the organizer), with further instructions for informing your
panelists. To register with the reduced rate, participants must use the link
that will be emailed to them from Experient, the AAAS registration service
provider.

e Late September: Session organizers will receive information about their session’s
date and time assignment.

e Early October: The meeting program and scheduie will be posted online, without
room assignments.

* November: Speakers are requested to provide updated lay-language summaries of
their talks and other background, for use in encouraging media coverage of your
session.

e Early January: Current registrants will be asked to indicate the sessions they are
most interested. This feedback will help guide room assignments.

If you have questions about the Annual Meeting, please reply to this e-mail or call (202)
326-6593.

Sincerely,
Ashira B. Greene

Program Associate

AAAS Annual Meeting

February 14-17, 2019 « Washington, DC



From:

Sent: 1UE, & Jan ZUlY 18:12;3U +UUUU

To: Messonnier. Nancv (CDC/DDID/NCIRD/ODY:Cozart. Barbara

{C

[E

Cc: baltimo@cattech.edu

Subject: 2019 AAAS Annual Meeting - Your Session Schedule -- Flu Session Feb 16, 2019 -

Please submit materials

Wishing you all a very Happy New Year!

For our flu session, by now you should be uploading any materials you would like shared at our Feb 16t

press briefing and finalizing your presentations. You should also send materials to me as a backup and I'll
be sure they are added to flu session account.

As a reminder -- Drs. Nabel, Messonnier and Fauci -- please plan for a 20 min talk to include 5 min for
Q&A. Your talks will be followed by a panel discussion led by Dr. Baltimore. We are working on the panel
topics and will share these in the coming weeks.

Please let me know if you have any questions.

Thank you.
Karen

From: Chandross, Karen /US

Sent: Wednesday, December 5, 2018 1:53 PM

To: 'Messonnier. Nancy {CDC/QID/NCIRD)Y' <nar5@cdc.gov>: 'Cozart, Barbara {(CDC/QID/NCIRD)'
ricia (NfH/NIAID) [E}'
is, Carol fUS

LLCD DAILLIMAre, Udvig <DdIlrnnicanecn.eauy>
Subject: RE: [EXTERNAL] 2019 AAAS Annual Meeting - Your Session Schedule - Flu Session Feb 16, 2019

You each should have received an email from AAAS requesting abstracts for your individual talks. [ had
included short abstracts in our original submission from which you can work from -- and have attached
these for your convenience (see below for extractions).

Amanda Johnson, communications lead for AAAS, has Nancy Messonnier, Anthony Fauci and Gary
Nabel listed as participating in a news briefing and she should be coordinating the timing for this
directly with you. Gary, Amanda confirmed with John Shiver that he will join you for the briefing.

AAAS is also asking that you upload your slide presentations by mid-January since these will be used as
a foundation to frame the news briefing.

As a reminder, we will have shorter talks with a panel discussion at the end. For planning, since there is
90 min total for 3 speakers and a short introduction by David Baltimore—this means about 5 min






Subject: Kk: [EX1ERKNALJ 2019 AAAS Annual Meeting - Your Session Schedule -- Flu Session Feb 16, 2019
Dear Colleagues,

You may have received an email from AAAS specifying your time slot for our flu session — please let me
know if this is not the case.

We are confirmed for Saturday, February 16, 2019 (3:30 - 5 pm) — hoping that you can stay for the
entire session.

As a reminder, if you agreed to meet with Amanda Johnsor AAAS' Press Deputy
Director, in a press conference to highlight cutting edgesci_. .. ... ._ . __ _. , - ... research labs before
aur session, please consider this in your travel plans. As previously mentioned, | had suggested a group
interview (if feasible) around ways of working together to solve some of the biggest challenges 1o
achieving broadly protective or universal vaccines. 1 will follow up around where this stands.

I'll reach out again with any updates before the winter holidays.

Best regards,
Karen

From: Chandross, Karen /US
Sant Mnndav Ortnhear1 20118 128 PM
JID/NCIRD)'
cia (NIH/NIAID) [E}'
fUS
Wei, Ronnie /US

WM TRy | ¥V L LA L VINTIL | SV PV SR TG IV EL L LTS T LR AT IO AT o2 TR LIS, [IRV] ..;ESSiOn FEb 16,

2019
Dear Colleagues,

Our flu vaccine session is confirmed for Saturday, February 16, 2019 {3:30 - S pm) — if you would be
please block your calendars, register for the meeting and finalize your travel arrangements as soon as
possible.

You should have received the registration link {which then also op~=- *'= kot~ vamickeasicn) diractly from
the AAAS, If this is not the case, please reach out to Ashira Green directly.

You may have been contacted by Amanda Johnson, AAAS’ Press Deputy Director. She would like to
highlight cutting edge science coming out of your research labs in a press conference, to be held before
our session — so please consider this when planning your travel. | had suggested that since this session
involves very senior level experts from across the different healthcare sectors, it could be interesting to
engage the panel (together) around ways of working together to solve some of the biggest challenges to
achieving broadly protective or universal vaccines.



Thank you.
Karen

From

Sent: Monday, October 1 11X 114K AN

To: Chandross, Karen fUS

Subject: [EXTERNAL] 2014 ~rmo miisuan iviecirg 1wwn wosx0n Schedule

Dear Karen Chandross, PhD,

Your session at the 2019 AAAS Annual Meeting in Washington, DC has been
scheduled.

Title: The Quest for a Universal Flu Vaccine
Date: Saturday, February 16, 2019
Time: 3:30 PM to 5:00 PM

Scheduling took many variables into consideration, including speaker and
organizer conflicts. The schedule is final and additional changes are unable
to be accommodated. If an emergency arises, please contact me. If you are
organizing more than one session, you will receive a separate email for each
one.

Please inform the participants in your session(s). Organizers are responsible
to disseminate this and other relevant information to all participants in their
panels,

The room will be equipped with an LCD projector and screen, a laptop, a
head table for three, one podium microphone, and one table microphone,
which will be billed to AAAS. Shared Wi-Fi will be available in the meeting
rooms. The addition of extra equipment, such as a wired Internet
connection, presentation remote, or additional microphones is your
responsibility and will not be billed to AAAS. To order additional ennninment
at your cost, a list of vendors will be available on you 1
late January. Thi vill be updated several times vervie reviuary with
logistical informauun, wols, and tips for your use in preparing your
presentation.

Starting in late December, AAAS will poll registrants as to which sessions
they are most interested in attending. Once the results are in, the room



assignments will be determined and published in late January. Poll results
will strongly affect but not be the only determining factor in room
assignments.

Mom memes fmfemme it~ =1t the 2019 AAAS Annual Meeting, visit

The meeting schedule will be available online
Dueowg p wewner 5 «wows Meeting registration is open; all confirmed
speakers have received registration instructig== »+ ~==il TFme boye
questions about how to register, please email

If you must withdraw your session, make a presenter change, or have
~nmetiane shaok ey gegsion, please contact me as soon as possible at
or (202) 326-6593.

Sincerely,
Ashira

Ashira B. Greene, Ph.D.

Program Associate, Office of Meetings and Special Events
American Association for the Advancement of Science
1200 New York Avenue NW

Washington, DC 20005

P- 2N?-37A-A507

E

AAAS Annual Meeting
Cablviimem: 44 477 ANAMN - ‘A,ashlngtonf DC



From:

Sent: Fri, 15 Feb 2019 22:19:33 +Q000

Tc “s C e

{C 1altimo@caltech.edu

Cc 'atricia (NIH/NIAID)

[E C/DDID/NCIRD/OD);Marston,
Hi

Supjecu: KE: ZULlY AAAD ANNUal MEeTNg -- FIU dession Fep 16, 2019 -- final comments

before tomorrow

Anticipating that you may wish to make minor revisions to your presentations, when you get to the
Marriott Wardman Park hotel, please go to registration desk (on your left once inside the main
entrance) to register/pick up your badge and then you can go to the Speaker Ready Room, in McKinley
{up the escalators), any time before 3 pm and provide them with your slide deck. You can tell them that
this is for the session entitled, “The Quest for a Universal Flu Vaccine,” in the “Maryland suite” at 3:30
pm.

We can touch base tomorrow morning at the news briefing - and I'll be ready to put any updated
versions onto my memaory stick for the organizers, if this is preferred.

Thank you.
Karen
ell)

From: Chandross, Karen /US
Sent: Thursday, February 7, 2019 2:59 PM
To: 'Messonnier, Nancy {CDC/OID/NCIRD)'

Nakel, Gary /U I'
<baltmo(wcaltecn.eau>
Cc: 'Cozart, Barbara (CDC/OID/NCIRD}' <wjnd@cdc.gov>; 'Conrad, Patricia (NIH/NIAID) [E]'
<conradpa@®niaid.nih.gov>; Travayiakis, Carol /US -5 'Clark, Katie'
<ktclark@caltech.edu>; Connelly, Erin (CDC/DDID/NUIKL/ UL} <eTasb@cac.gov>; ‘Iviarston, Hilary
{NIH/NIAID) [E]' <hifary.marston@nih.gov>
Subject: RE: 2019 AAAS Annual Meeting -- Flu Session Feb 16, 2019

Dear Colieagues,

T + 11 . — 1 asth  ~






From:

Sent: 1UE, £D FED ZULY L3:22:23 +UUUY

To: Messonnier, Nancy

{CDC/DDID/NCIRD/OD altimo@caltech.edu

Cc: L nzAMT Rarpara (LUL/ UUIL; NUIKL UL Lonraa, ratricia (NIH/NJAID)

[E] tclark@calttech.edu;Connelly, Erin (CDC/DDID/NCIRD/OD);Marston,
Hilary yvimzaiuy ()

Subject: RE: 2019 AAAS Annual Meeting -- Feb 16th Flu Session -- Thank you
Attachments: IMG_0378.jpg, IMG_0379.jpg, IMG_0381.jpg, IMG_0386.)pg, IMG_0390.jpg,
IMG_0398.jpg

A guick note to thank you for your participation in our AAAS session, The Quest for a Universal Flu
Vaccine!
Attached are a few photos. Check out Nancy’s badge!

Wishing you all the best,
Karen

Karen CHANDROSS, PhD

Senior Director
Sanofi R&D
TE CELI
























GSK monitors email communications sent to and from GSK in order to protect GSK, our
employees, customers, suppliers and business partners, from cyber threats and loss of GSK
Information. GSK menitoring is conducted with appropriate confidentiality controls and in
accordance with local laws and after appropriate consultation.



From: Coen, Lisa

Sent: Fri, 13 Sep 2019 13:00:51 +0000

To: Cohn, Amanda {CDC/DDID/NCIRD/QOD);Messonnier, Nancy
{CDC/DDID/NCIRD/OD)

Cc: MacNeil, Jessica R, {CDC/DDID/NCIRD/QD);Aleshire, Noah
{CDC/DDID/NCIRD/QOD);Snow, Vincenza T;Cane, Alejandro

Subject: Introductory meeting request

Dear Dr. Messonnier and Dr. Cohn — | am writing on behalf of our senior leaders, Dave Hering (North
America President for Pfizer Vaccines) and Alejandro Cane (Vice President, Medical Affairs), to seek an in
person meeting with you. In recent months, we have made several changes across our Pfizer vaccines
team and would be grateful for the chance to meet, introduce our team, and outline our responsibilities
in working with you and your team members.

As for timing, we were hoping to meet ahead of the October 15 meeting at BIO that we understand
yvou’ll both attend, but would want to defer to your schedule. We could meet with you at CDC in Atlanta
or in Washington, DC, if that’s more convenient.

Thank you for your consideration of this request. We're looking forward to meeting with you.

Kind regards,
Lisa

Lisa Coen
U.5. Public Affairs Lead | Pfizer Vaccines

4OTE Mo ol | Y Acim MWVA QAN | IJH.-.AIA:.-\AL.-\.-L DC 20004



From: Kuter, Barbara J.

Sent: Thu, 24 Oct 2019 03:52:52 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Cc: Markowitz, Lauri (CDC/DDID/NCIRD/DVD);Haupt, Richard M
Subject: HPV - SAGE Minutes

Hi Nancy,

This note is in followup to our discussion today at ACIP. As requested, | am sending atong the link to the
minutes from the October SAGE meeting. The HPV section starts on page 3.

The minutes state that in the context of limited HPV vaccine supply, SAGE recommends that all
countries should temporarily postpone implementation of HPV vaccination strategies that are gender
neufral as well as vaccination of older age groups (>15 years) and multi-age cohorts. From the
discussion at the meeting, it was our understanding that the suspension applied to new gender neutral
programs only, not existing programs. You may want to seek further clarification on this from WHO.

Barb

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its aftiliates Direct contact information
for affiliates is available at

http://www.merck.conv/contact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.



From: Villar, Carmen Sachiko

Sent: Thu, 31 Jan 2019 21:28:48 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Cc: Spencer, julia

Subject: thank youl!

Dear Nancy:

On behalf of the Merck team, | wanted to thank you and the team for meeting with us last week to
discuss the global HPV and cervical cancer agenda. It was really helpful for us to hear more about CDC’s
connections to this work across the global immunization, cancer, and HIV offices, and to have an chance
to provide an overview of our engagement in the discussions surrounding WHQ’s 2018 Call to Action.
We also appreciated the opportunity for a transparent dialogue on our global HPV vaccine
manufacturing supply plans and our commitment to increasing global HPV vaccine supply. We came
away from the meeting feeling very aligned on the opportunities and challenges in addressing HPY
cancers and diseases globally.

We look forward to continuing this dialogue as the broader global agenda takes shape in 2019 and 2020.
| will follow up directly to schedule a call on the items we discussed at the end of the meeting and Julia
will connect with Noah on the broader set of next steps that the group identified.

Take care and look forward to staying in touch!
Carmen

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates 1s available at

http://www.merck.convcontact/contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

your system.
























Raul E. Isturiz MD FACP
VP and Regional Head, North America

Pfizer Vaccines Medical
Pfizer Inr



From: Grabenstein, John D.

Sent: Fri, 3 May 20195 14:24:06 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Subject: FW: Merck - CDC senior leader meeting, 10 May 2019, background materials
Attachments: Merck Rsch Labs Vax ID Meds 2019 May CDC OOD.pdf

Best regards, lohn

From: Grabenstein, John D.

Sent: Friday, May 3, 2019 10:22

To: olx1@cdc.gov; Barr, Eliav ; acs1@cdc.gov; Pope, Kristin (CDC/OID/NCIRD)
<kfp7@cdc.gov>; fkl@cdc.gov; jnmswcac.gov; wuvexecSec (CDCY <CDCExecSec@cdc.gov>; Cohn,
Amanda (cDC/DD'D/'\IFIanﬂn\ mancAlmeds omue

Cc: Viltar, Carmen Sa¢ nna, George

Annunziato, Paula W,

Subject: Merck - CDC senior leader meeting, 1U May 2U1Y, background materials

Dr. Redfield, RADM (Ret) Schuchat, and team:

On behalf of Eliav Barr and the Merck Research Laboratories team, attached please find a read-ahead
packet to set the stage for scientific exchange at CDC headquarters on May 10.

The content describes considerable detail about Merck’s multiple efforts in preventing and treating
infectious diseases of global public-health importance.

Notably, you will find key elements of selected in-line and pipeline products.
We have summarized some of our current interactions with CDC and tee up two topics we propose for
on-site discussion:

» Vaccines Program — Reflections on Implementation Challenges
» The President’s Plan to Eliminate HIV Transmission in the US by 2030

Please do share these materials with your senior leaders who will be involved with our discussions.
Given that the content is proprietary to Merck, please do not distribute it beyond CDC staff with public-
health responsibilities along these lines.

Please let me know if any questions arise. We look forward to our visit.

Sincerely, John and the MRL team

John D. Grabenstein, RPh, PhD
Executive Director, Global Vaccines Medical Affairs














































































































































































From: Grabenstein, John D.

Sent: Tue, 12 Nov 2019 00:26:08 +0000

To: Choi, Mary Joung {CDC/DDID/NCEZID/DHCPP};Messonnier, Nancy
{CDC/DDID/NCIRD/QOD);Cohn, Amanda {CDC/DDID/NCIRD/OD)

Cc: Coller, Beth-Ann Griswold;Macareo, Louis Robert;Wolf, fayanthi;Shah, Anant
C;Soloski, Drew

Subject: European registration of Merck V920 Ebola vaccine

Attachments: ema-combined-h-4554-en.docx

Dr. Messonnier, CAPT Cohn, Dr. Choi,

This is a courtesy message to alert you that the European Medicines Agency {(EMA) today granted
registration to Merck’s Ebola Zaire Vaccine (rVSV*< 750/ 720 Leat ~bem bagwn as V320 and now
‘Ervebo.” EMA reviewed this vaccine under EMA’ rogram and it was granted
conditional marketing authorization within the EUL.

Please allow me to emphasize that this European decision has no bearing on the US status or availability
of V920, insofar as the US Food & Drug Administration (FDA} has not yet reached a decision about V920.
V920 remains an Investigational New Drug (IND) within the USA.

This EMA website reports the product in its CHMP-recommended status of mid-October 2019. The site

wiill rhanoa chnrthy we avnart

| have attached the European Summary of Product Characteristics (SmPC), for your background
information. This document or a similar version will appear at the EMA website in coming days. We
would expect any language that FDA might approve sometime in the future to be different, to some
greater or lesser extent that we cannot currently anticipate. We make no promise about what future
action, if any, FDA may take.

Best regards, lohn

John D. Grabenstein, RPh, PhD

Executive Directar, Global Medical Affairs — Vaccines
Merck Research Labaratories

351 N. Sumneytown Pike, UG-2B09

North Wales, PA 19454-2505

desk

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates 1s available at
























(8.0%), chills (6.3%), arthritis (3.7%), rash {3.6%), hyperhidrosis {(3.2%)}, and abdominal pain {(1.4%).
In general, these reactions were reported within 7 days after vaccination, were mild to moderate in
intensity, and had short duration (less than | week),

Tabulated list of adverse reactions

Frequencies arc reported as:

Very common {>1/10), Common (>1/100 to <1/10), Uncomman (>1/1,000 to <1/100), Rare
(=1/10,000 to <1/1,000), Very rare {<1/10,000}, Not known {(cannot be estimated from the available
data). Within cach frequency grouping, adverse reactions are presented in the order of decreasing

SeriQusness.

Table |1: Tabulated sumimary of adverse reactions considered related to vaccination

MedDRA-System Organ Class

Adverse Reactions

Frequency

Immune system disorders:

Anaphylactic reaction

Very Rare

Nervous system disordcrs: Headache Very comimon
Gastrointestinal disorders: Abdominal pain Common
Nausca
Skin and subcutaneous tissue | Rash? Common
disorders:
Musculoskeletal and Arthralgia® Very common
connective tissue disorders: Myalgia
Arthritis® Common
General disorders and Pyrexia Very common
administration site conditions; | Fatigue

Injection site pain
Injection site erythema
Injection site swelling
Chills Common
Hyperhidrosis {sweats)
See description of selected adverse reactions.

Description of selected adverse reactions

Arthralgia and arthritis

Arthralgia was generally reported in the first few days following vaccination, was mild to moderate in
intensity, and resolved within one week after onset. Arthritis (arthritis, joint effusion, joint swelling,
osteoarthritis, monoarthritis or polyarthritis) was generally reported within the first few weeks
following vaccination. In clinical trials with reports of arthritis, the median onsets were between 10
and 12 days (rangc from 0 to 25 days). Arthritis has been reported by subjects in clinical trials at a
frequency that ranged from 0% in several protocols to 23.5% in ane Phase 1 study. The majority of
arthritis reactions were mild to moderate in severity. The median duration of arthritis across clinical
trials in which arthritis was reported ranged from 2 days to 81.5 days {including duration of rccurrent
arthritis) with a maximum of 330 days. The reasons for differences in arthritis reporting across trials
are not known but may be due to differences in study populations or outcome reporting. In the Phase |
study with the highest rate of arthritis, 6 of 24 patients (25%) who reporied arthritis after vaccination
had persistent joint symptoms two years after vaccination. In a small number of subjects, the vaccine
virus was recovered from joint effusion samples, suggestive of a virally-mediated process post-
vaccination.

Rash

Rash was characterized in a variety of ways including generalized rash (2.3%), vesicular rash (0.5%).
dermatitis (0.3%), or cutaneous vasculitis (0,01%} in clinical trials, In different trials, rash was
reported with median onsets of 7.5 to 10.5 days (range from 0 to 47 days). The median durations










































MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

VIAL LABEL

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION

Ervebo solution for injection
tVSVAG-ZEBOV-GP, live
IM

| 2. METHOD OF ADMINISTRATION

| 3. EXPIRY DATE

EXP

4. BATCH NUMBER<, DONATION AND PRODUCT CODES>

Lot

5. CONTENTS BY WEIGHT, BY YVOLUME OR BY UNIT

1 dose

6. OTHER

This product contains GMO.

21

































From: Ritchey, Julian /US

Sent: Thu, 5 Dec 2019 21:44:27 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cohn, Amanda
{CDC/DDID/NCIRD/OD);Grohskopf, Lisa A. {CDC/DDID/NCIRD/ID};Pope, Kristin {CDC/DDID/NCIRD/OD)
Subject: Influenza EQ outreach

Attachments: Dr Robert Kadlec - Letter.pdf

Dear Nancy, et al.

| am reaching out to share a letter we recently sent to Dr. Kadlec to express our support, concerns, and
suggestions related to the White House Influenza EQ. As follow-up to this communication, we have
been reaching out to Task Force stakeholders to share and discuss these thoughts.

We have secured time with Dr Redfield next Tuesday to discuss CDC engagement broadly and | see on
the latest planner you have been included. | wanted to both share the context of the meeting and offer
to discuss this as a separate group more specific to the key role we hope ACIP will be recognized as
playing in any influenza policymaking especially as it regards impacts on seasonal immunization.

The letter is being shared with Dr. Redfield’s office shortly as a pre-read for the call. Please et me know
if you would be interested in discussing further.

Be well —
Julian















From: Bresnitz, Eddy A.
Sent: Mcen, 9 Dec 2019 02:459:35 +0000
To: Cohn, Amanda (CDC/DDID/NCIRD/OD); Messonnier, Nancy
fomminmanieina fnnt 0 Yag, Kathleen L. {CDC/DDID/NCIRD/DVD);Rafael Harpaz

strikas, Raymond A. (Ray) (CDC/DDID/NCIRD/1SD);Nelson, Noele
{CDC/DBID/NCHHS [ P/DVH); Filishvili, Tamara (CDC/DDID/NCIRD/DBD);Matanock, Almea M.
{CDC/DDID/NCIRD/DBD);Craig, Allen {CDC/DDID/NCIRD/DBD);Redd, Stephen
{CDC/DDPHSIS/OD);Montero, lose (CDC/DDPHSIS/CSTLTS/OD);Monroe, Judith A, {CDC/OD/OCS);Pinner,
Robert W. (CDC/DDID/NCEZID/OD);Beach, Michael J. (CDC/DDID/NCEZID/DFWED)
Cc: Eddy Bresnitz
Subject: Moving On

Dear CDC Colleagues: | wanted to let you know personally that | will be retiring from Merck or

fter ~50 years of full-time healthcare-related work and study, from medical school througe pusi-
graduate training, patient care, research, education, and public health practice in government and
industry, it's time for me to scale back professionally. t's been a real pleasure working with all of you at
the CDC on many different issues over the years, dating back to my days in academia (1 first met Ray
when he was my project officer on a flu/pneu vaccination grant in the mid-90s!) and public health.

I've had a varied and interesting professional life to date, and I view my leaving Merck as the beginning
of the next exciting chapter in my life’s journey, but no longer working full-time. | do hope to continue
to be active in some manner on public health issues, either as a volunteer or as a consultant if the
opportunity arises to do something of interest and impact.

Should you wish to contact me in the future, please take note of my personal cell phone number and e-
mail address. My Merck contact information will become inactive o

iome)
ell)

| hope that we will cross paths again in the not too distant future. | wish you all the best and continued
success in the work that you do to protect the public’s heafth.

With best regards,

Eddy

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
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To: Bresnitz, Eddy A.

Cc: Harpaz, Rafael (CDC/OID/NCIRD); Patel, Manisha M. {(CDC/OID/NCIRD); Guo, Angela
(CDC/OID/NCIRD)

Subject: Draft slides in advance of ACIP

Hello Eddy,

Please find attached the draft slides for the Health Economic presentation and the Policy Considerations
presentation.

Please consider these slides as draft and subject to change prior to the ACIP meeting. Also, we ask that
you consider these slides confidential.

Please let us know if there are any errors in the data pertaining to Zostavax.

Sincerely,
Kathleen

Dr. Kathleen Dooling MD MPH

Medical Officer

Centers for Disease Control and Prevention
Measles Mumps Rubella Herpes Polio Team

i s . (04-718-1174

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (2000 Galloping Hill Road, Kenilworth,
New Jersey, USA 07033), and/or its affiliates Direct contact information
for affiliates is available at

http://www.merck.com/contact/contacts.htmi) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended solely

for the use of the individual or entity named on this message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete 1t from

your system.



From: Barbara Howe

Sent: Mon, 14 Mar 2016 20:32:06 +0000
To: Messonnier, Nancy (CDC/OID/NCIRD)
Cc: Leonard Friedland

Subject: NCIRD Leadership Announcement

Barbara J. Howe, MD
Vice President and Director
Vaccines Clinical and Medical, US

Leonard Friedland, MD
Vice President, Scientific Affairs and Public Health
Vaccines, US

GSK
S Crescent Drive, Philadelphia,PA 19112

From: Thomas R. Frieden {CDC)

Sent: Monday, March 14, 2016 9:32 AM

To: CDC All - CDC & ATSDR and non-CDC & non-ATSDR -
Subject: Leadership Announcement

I am pleased to announce that Dr. Nancy Messonnier (CAPT, USPHS) has accepted the position
of director of the National Center for Immunization and Respiratory Diseases (NCIRD). Nancy
has served as NCIRD deputy director since October 2014, helping lead the Center through
various high-profile challenges including the 2015 US measles outbreak, ongoing domestic and









Dear All - thank you for agreeing to participate in a proposed 2019 AAAS session, which focuses on
addressing The guest for a universal flu voccine.

We are very excited to have a great line up and, if selected, David Baltimore has kindly agreed to serve
as moderator.

Speakers:

Gary Nabel, MD, PhD, Sanofi C50

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Keeping in mind the April 19'" submission deadline, for our speakers, | must submit a 1) a title for your
talk and 2} up to 3 short sentences that describes your focus-- if you would send this to me at your
earlier convenience.

Please note that we would plan to have short talks followed by a longer panel discussion that also
includes engaging the audience.

All the best,
Karen

info:
2019 AAAS meeting (February 14-18) in Washington, DC.
tn line with AAAS's interestintop ™~ ™" "= —mm -l o F ontom e e
proposal for a 90-min symposium on “The
guest for a universal flu vaccine.”
Theme is “Science Transcending Boundaries,” which offers an opportunity to bridge the gap
between scholar and practitioner and leverage expertise from different disciplines to highlight
the greatest challenges and most promising solutions to achieving an impactful scltution.
For the session format, 3 speakers are asked to give presentations (~20 minutes each}, followed
by a ~30 minute Q&A period with the audience.

- e —-L o taar
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The quest for a universal flu vaccine

According to the World Health Qrganization, seasonal influenza epidemics cause 3 to 5 million severe
cases and 300,000 to 500,000 deaths globally each year. In the United States alone, there are 140,000 1o
710,000 influenza-related hospitalizations and 12,000 10 56,000 deaths each year, with the highest
burden of disease affecting the very young, the very old, and peopte with coexisting medical conditions.
The most recent 2017/2018 seasonal vaccine has a 36% overall effectiveness rate in preventing
influenza. This modest outcome is typical and may be due in part to strain mutations, immune evasion
through antigenic drift, immune waning with time, and, perhaps, egg-adapted viral mutations. There has
been an infusion of new scientific insights and technologies but little improvement in influenza
prevention or epidemic control, suggesting that its eradication will require a paradigm shift in how we
approach research, development and global access. Questions remain, such as whether targeting more



conserved viral regions or utilizing cell-based, chimeric or recombinant technologies will bring about
improvements. Or whether more focus should be placed on development, including the development of
better predictive models and biomarkers that combine data from patient-centered devices, sensors and
clinical measurements to stay abreast of surveillance and better forecasts which strains are likely to
predominate in the coming season. This session will bridge the gap between scholar and practitioner
and leverage expertise from a variety of disciplines to highlight the greatest challenges and most
promising solutions to achieving a universal flu vaccine that is durable across all populations. Short talks
will be followed by a panel discussion where the moderator will challenge the proposals and engage the
audience.

Moderator: David Baltimore, PhD

Speakers:

Gary Nabel, MD, PhD, Sanofi C50

Anthony Fauci, MD, NIH-NIAID Director
Nancy Messonnier, MD, CDC-NCIRD Director

Organizer: Karen Chandross, PhD, Sanofi R&D

Karen CHANDROSS, PhD

Sanofi R&D
TEL ELL:



From:

Sent: 11U, 17 JdIt £U1T 10, 10.£0 TUUUY

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cozart, Barbara
{CDC/NRN/NCIRAD/OM:anthonv fauri@nih.eov:Canrad. Patricia (NIH/NIAIDY

[E]

Cc: baltimod@ caltecn.edu;Kiclark@caltecn.eau

Subject: RE: 2019 AAAS Annual Meeting -- Flu Session Feb 16, 2019 -- Session planning
update for your input

Dear Tony, Gary and Nancy,

After speaking to David, we would like to share a more detailed proposal for our 90 min flu
session/panel discussion aimed at maximizing your time and reducing overlap.

In order of presentation:

1. David (10 min) can set the stage for how influenza virus gets into body, infects cells and causes
the flu. He can then summarize the current state of vaccines as ineffective/inconsistent
preventative measures, mention the key challenges to achieving a universal/broadly protective
flu vaccine and summarize the unmet needs. This would be a very high level overview with
graphics.

2. Tony (15 min + 5 min Q&A} can go into detail around the major challenges to achieving a
universal/broadly protective vaccine, highlight some of the low-hanging opportunities (scientific,
production, regulation}, describe some of the most exciting enablers and exemplify how we are
working across sectors/disciplines to achieve common ground to deliver,

3. Gary (15 min+ 5 min Q&A} can go into detail around alternative paths to achieving a
universal/broadly protective influenza therapies/vaccines, prototypic vaccines, proof of principle
studies, opportunities for challenge models, the key challenges and potential solutions, and
what it takes to go from scientific proof of principle through clinical trials.

4. Nancy (15 min + 5 min Q&A} can summarize how the NCIRD-CDC currently operates and
envisions adapting to a UFV and can go into detail around new technologies/innovations and hig
data/Al approaches being employed to reduce the burden until a UFV is achieved and, in
general, can be used to predict strains and sources, track vaccine efficacy, provide surveillance
and enable global readiness.

5. (20 min) Panel discussion with all speakers (David to moderate) that includes 2-3 pre-set
guestions and then is open to the audience.

Please let us know your thoughts or would like to cover something that is not captured — keeping in
mind that we are trying to keep the talks sharter in arder to allow for a stimulating panel discussion.

We'll share thoughts for the panel discussion topics soon for your input.
Once you have your near-ready slide decks, please share these with David to help in organizing his
introduction.

Also, if you have a favorite graphic or short video clip he can use, please let us know.

As areminder, our



B News Briefing is on Feb 16™ at 10 am at Balcony A in the Marriott Wardman Park Hotel,
Washington, DC.

W Flu session is on Feb 16 from 3:30 — 5 pm at the Wardman, with the room to be confirmed
within the next 2 weeks.
We can expect up to 150 senior scientists and policymakers, as well as students, K-12 teachers,
science advocates, and members of the media.

Thank you!
Karen

Karen CHANDROSS, PhD

Sanofi R&D
TEL CELl

From: Chandross, Karen /US
Sent: Wednesday, December 5, 2018 1:53 PM

- Tn u . o e Do FR i Pea L]

e S B *T T 'OID/NCIRDY
icia (NIH/NIAID) [E)'
5, Carol /US
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Subject: RE: [EXTERNAL) 2019 AAAS Annual Meeting - Your Session Schedute -- Flu Session Feb 16, 2019

You each should have received an email from AAAS requesting abstracts for your individual tatks. | had
included short ahstracts in our original submission from which you can work from -- and have attached
these for your convenience (see below for extractions),

Amanda lohnson, communications lead for AAAS, has Nancy Messonnier, Anthony Fauci and Gary
Nabel listed as participating in a news briefing and she should be coordinating the timing for this
directly with you. Gary, Amanda confirmed with lohn Shiver that he will join you for the briefing.

AAAS is also asking that you upload your slide presentations by mid-January since these will be used as
a foundation to frame the news briefing.

As a reminder, we will have shorter talks with a panel discussion at the end. For planning, since there is
90 min total for 3 speakers and a short introduction by David Bakltimore—this means about 5 min
introduction, 20 min for each talk and then 25 min for the panel and Q&A, moderated by David
Baltimore. Let me know if you another suggestion.

Wishing you happy holidays.

Best,
Karen






We are confirmed for Saturday, February 16, 2019 (3:30 — 5 pm) — hoping that you can stay for the
entire session.

As a reminder, if you agreed to meet with Amanda Johnsol AAAS’ Press Deputy
Director, in a press conference to highlight cutting edgesc._..__ __ . ... o -—--., - research labs before
our session, please consider this in your travel plans. As previously mentioned, | had suggested a group
interview (if feasible) around ways of working together to solve some of the biggest challenges to
achieving broadly protective or universal vaccines. 1 will follow up around where this stands.

Ill reach out again with any updates before the winter holidays.

Best regards,
Karen

From: Chandross, Karen /US
Sant Mnndav Ortnher1 2018 1:28 PM
JID/NCIRD)'
sia {(NIH/NIAID) [E}'
fUs
Nei, Ronnie /US

subject: FW: |[EXIEKNAL] ZULY AAAS ANNual Meeting - Your Session dcnedule -- Flu session Feb 16,
2019

Dear Colleagues,

Qur flu vaccine session is confirmed for Saturday, February 16, 2019 {3:30 — S pm) — if you would be
please block your calendars, register for the meeting and finalize your travel arrangements as soon as
possible.

You should have received the registration link (which then also op~=- ' hrtnl vnsicbeszing) directly from
the AAAS. If this is not the case, please reach out to Ashira Green directly.

You may have been contacted by Amanda Johnson, AAAS’ Press Deputy Director. She would like to
highlight cutting edge science coming out of your research labs in a press conference, to be held before
our session — so please consider this when planning your travel. | had suggested that since this session
involves very senior level experts from across the different healthcare sectors, it could be interesting to
engage the panel {together) around ways of working together to solve some of the biggest challenges to
achieving broadly protective or universal vaccines,

Thank you,
Karen

From

Sent: viongay, UCToper 1, ZUlys 1158 AW

To: Chandross, Karen fUS

Subject: [EXTERNAL] 2014 | o s verves crivmnrian + wver e ON Sehedule



Dear Karen Chandross, PhD,

Your session at the 2019 AAAS Annual Meeting in Washington, DC has been
scheduled.

Title: The Quest for a Universal Flu Vaccine
Date: Saturday, February 16, 2019
Time: 3:30 PM to 5:00 PM

Scheduling took many variables into consideration, including speaker and
organizer conflicts. The schedule is final and additional changes are unable
to be accommodated. If an emergency arises, please contact me. If you are
organizing more than one session, you will receive a separate email for each
one.

Please inform the participants in your session(s). Organizers are responsible
to disseminate this and other relevant information to all participants in their
panels.

The room will be equipped with an LCD projector and screen, a laptop, a
head table for three, one podium microphone, and one table microphone,
which will be billed to AAAS. Shared Wi-Fi will be available in the meeting
rooms. The addition of extra equipment, such as a wired Internet
connection, presentation remote, or additional microphones is your
responsibility and will not be billed to AAAS. To order additional eaninment
at your cost, a list of vendors will be available on you L
late January. Thi vill be updated several times veivie reviuary with
logistical informauun, wwols, and tips for your use in preparing your
presentation.

Starting in late December, AAAS will poll registrants as to which sessions
they are most interested in attending. Once the results are in, the room
assignments will be determined and published in late January. Poll results
will strongly affect but not be the only determining factor in room
assignments.

For mare information about the 2019 AAAS Annual Meeting, visit
The meeting schedule will be available online
LUTIUAY, WLLUNT 7, LUL0, Meeting registration is open; all confirmed



speakers have received registration instructi~~~ % ~=- HTE s boye
questions about how to register, please ema

If you must withdraw your session, make a presenter change, or have
auestions about vour session, please contact me as soon as possible at
or (202) 326-6593.

Sincerely,
Ashira

Ashira B. Greene, Ph.D.

Program Associate, Office of Meetings and Special Events
American Association for the Advancement of Science
1200 New York Avenue NW

washington, DC 20005

P 2N2-12A-A507

E

AAAS Annual Meeting
[l O I B _adn “rashlngton’ DC






From: Ritchey, Julian /US

Sent: Tue, 18 Feb 2020 14:03:49 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Grohskopf, Lisa A.
{CDC/DDID/NCIRD/ID);Cohn, Amanda (CDC/DDID/NCIRD/OD);Pope, Kristin {CDC/DDID/NCIRD/OD)
Subject: Head's up on Sanofi / HHS coronavirus collaboration

Attachments: Sanofi Coronavirus Partnership[2]}.pdf

Dears -

I’'m reaching out to provide you advance news of an announcement we will be malina tada ramardina
nitr enoacamant with RARNA tn advanra 3 new varrina againet COVIN-19 using oL

Please see the attached press release which will be made public at 10am ET today. 'm sharing this in
advance with you for your awareness and information asking that you not publicize or distribute the
information or release until after 10am ET.

I'd be interested to know any questions or thoughts you have on this and look forward to seeing you at
ACIP next week.

Julian















From: Ritchey, Julian /US

Sent: Sat, 28 Mar 2020 18:25:21 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Cohn, Amanda
{CDC/DDID/NCIRD/OD);Grohskopf, Lisa A, {CDC/DDID/NCIRD/ID)

Subject: Sanofi and Translate Bio COVID-19 Collaboration Announcement
Dears —

Sharing the following to keep you informed of our latest effort in the fight against COVID-19. Thisisa
second vaccine initiative for Sanofi Pasteur and additive to the therapeutic efforts going on through our
Sanofi parent company related to sarilumab and hydroxycholorquine.

On a more personal note...

| hope this finds you and your families well.

Thank you for your determination and resolve to follow the science versus the rhetoric in guiding the
country through these unprecedented times. Though it may not always seem like it, most of us are very
grateful for your work...and eventually, the rest of us will be.

Please let me / us know anything we can do to help -
Julian



From: Ritchey, Julian /US

Sent: Fri, 26 Jun 2020 03:38:30 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD)
Subject: Appreciation and support

Dear Nancy -

Following yesterday's ACIP meeting, | wanted to send you a note to say that [ truly appreciated your
comments and recognition of the issues of diversity. Succinct and well-stated, it made all (certainly me)
think about how we approach the challenges in front of us to vaccine access and social disparities, but
also how we operate as organizations to insure diversity. Thank you for making that bold effort to
address this very topical and all toco prevalent issue.

On a very different note, | was taken-aback by the discussion during the meeting regarding the role of

ACIP in the COVID vaccine response. To hear that OWS would be interested to “take ACIP's input” and
"work with you” felt neither reassuring nor respectful of the ACIP’s longstanding role in vaccine policy-
setting for the US.

Given the concerns we hear already related to public perception amid the expedited SAR-CoV-2
development process, and the myriad challenges to successful local implementation, my colleagues and
| at Sanofi Pasteur certainly feel ACIP needs to be the recommending body for any new vaccine. The
practical experience in all things vaccine, the strong public health focus, and most of all, its depth of
expertise all make it the natural choice.

Is there something we at Sanofi Pasteur (and/or more broadly through BIO),

do to support the direct and primary engagement of ACIP in the COVID-19 immunization guidance and
roll-out?

Again, well done to you and the team for successfully producing the first virtual ACIP.

Sincerely,
Julian Ritchey



From: Cane, Alejandro

Sent; Sat, 29 Aug 2020 14:08:50 +0000
To: Messonnier, Nancy {CDC/DDID/NCIRD/OD)
Subject: COVID 19 Vaccine Pfizer candidate

Dear Nancy,
| hope you and your family are all doing well.

First of all, my apologies to bother you with another email. | know it is an unimaginably busy time
for you and your team but considering our COVID 19 vaccine candidate’ clinical program is
advancing and the challenges that its implementation could represent, | wanted to ask for a short
phone call to update you about it and how we can collaborate with you and your team in the near
future.

Secondly, | wanted to thank you for the contact with Kim Fox and Melinda Wharton, as probably
you are aware, we have had a very good meeting couple of months ago.

Finally, we are very grateful for the time and assistance of ACIP people leading different work
grouns. we are interacting with. In view of the COVID-19 oandemirc and tn orovide brnader

PR I R I R N LT e R A I L LKL T T PR

I know how incredibly busy you are but | was hoping you might have a few minutes to spare to
speak with me on these topics.

Thanks in advance for your time.

Best regards,
Alejandro

Alejandro Cané, MD PhD

North America Vaccines Medical and Scientific Affairs Lead
Pfizer Biopharmaceuticals Group

Complejo Thames Office Park

Colectora Panamericana 1804, 1 Piso Sector "B" Lado Sur
Viltka Adelina (CP 1607EEV) Pcia Buenos Aires-Argentina



From: Ritchey, Julian /US

Sent: Wed, 16 Sep 2020 21:02:17 +0000

To: Wharton, Melinda {CDC/DDID/NCIRD/ISD);Messonnier, Nancy
{CDC/DDID/NCIRD/OD);Santoli, Jeanne {CDC/DDID/NCIRD/ISD)

Cc: Binder, Tami /US

Subject: Updated State Claims Data

Attachments: State Claims_External Parties 09082020[2].pptx, IQVIA Claims Variance Tracker

09082020[2].xlsx

Dear all-
Updated data continuing the perspective sharing on routine vaccination rates based on claims data {or
sales in the case of the IGVIA summary slide)

Also sharing another file that tracks the data over time so we can better see change.

the magnitude.
| would love to hear your thoughts on this new data view fully recognizing you many pressing issues you
are admirably juggling.

As always, I'd be happy to pull together our data gurus to discuss this data or their approaches to
measurement and tracking beyond this (influenza comes to mind), and implications, application to
COVID vaccine tracking.

| welcome any thoughts, questions, or comments on what is or isn’t here —
Julian
















































From: Leonard Friedland

Sent: Fri, 2 Oct 2020 13:19:12 +0000

To: Dooling, Kathleen L. {CDC/DDID/NCIRD/DVD);Oliver, Sara Elizabeth
{CDC/DDID/NCIRD/DVD);Cohn, Amanda {CDC/DDID/NCIRD/OD);MacNeil, Jessica R.
{CDC/DDID/NCIRD/OD);Messonnier, Nancy (CDC/DDID/NCIRD/OD)

Cc: Barbara Howe

Subject: Question from GSK Vaccines

Dear Kathleen, Sara, Amanda, Jessica and Nancy,
Thank you for the work you are leading in in anticipation of future availability of COVID-19 vaccines.

Recognizing the initial clinical trials being conducted to support to FDA authorization/approval of the
COVID-19 vaccines do not include coadministration data with CDC recommended adult vaccines, we are
interested to gain insights into CDC thinking on the subject of when an adult goes to pharmacy or doctor
office to get a COVID-19 vaccine and they are also due for a flu, Tdap, pneumococcal or shingles vaccine;
or vice versa the patient is going to get an adult recommended vaccine and they could also receive a
COVID-13 vaccine.

Does ACIP: 1) recommend to not miss the opportunity and receive COVID-19 vaccine and the other adult
recommended vaccine; 2) it is not recommended to receive other recommended vaccines until after
completing the COVID-19 vaccine series, or 3} use shared clinical decision making about administering
other recommended vaccines until after completing the COVID-19 vaccine series.

Thank you
Best regards, Len

Leonard Friedland, MD
VP, Scientific Affairs and Public Health
GSK Vaccines

GSK monitors email communications sent to and from GSK in order to protect GSK, our
employees, customers, suppliers and business partners, from cyber threats and loss of GSK
Information. GSK monitoring is conducted with appropriate confidentiality controls and in
accordance with local laws and after appropriate consultation.



From: Ritchey, Julian /US

Sent: Tue, 6 Oct 2020 23:03:27 +0000

To: Messonnier, Nancy (CDC/DDID/NCIRD/OD);Wharton, Melinda
{CDC/DDID/NCIRD/ISD);Santoli, Jeanne {CDC/DDID/NCIRD/ISD)

Subject: COVID Impact Data - Week of 9/12 Update

Attachments: State Claims_External Parties 10022002 .pptx, IQVIA Claims Variance Tracker
10022020.xIsx

Dear Nancy, Melinda, and Jeanne -
Updated data.

| believe | shared fast time the summary spreadsheet the team developed to make the trends from the
oranhir data a littla eraciar tn cea

Please let me know any interest in further discussion.
Hope you all are staying well amid the many challenges you are facing.

Julian
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From: Cane, Alejandro

Sent: Mon, 19 Oct 2020 18:57:35 +0000

To: Cohn, Amanda (CDC/DDID/NCIRD/OD); Messonnier, Nancy
{CDC/DDID/NCIRD/OD);Wharton, Melinda {CDC/DDID/NCIRD/ISD);Painter, Elizabeth
{CDC/DDID/NCIRD/ID};Hering, David;Coen, Lisa;Gess, Andrew J;Byrczek, Erin M
Subject: RE: PFIZER Vaccines update

Thanks for letting us know Amanda
Talk you scen
Best regards,

Ale

From: Cohn, Amanda (CDC/DDID/NCIRD/OD} <ancO@cdc.gov>
Sent: Monda\‘r‘, Oct.-..l-“-n- 4N NN Y.EC NMkA

To: Cane, Alejandrt lessonnier, Nancy (CDC/DDID/NCIRD/OD}
<nar5@ cdc.gov>; Wharton, Melinda (CDC/DNIN/NCIRND/IST <maw?@cde savs: Painter, Elizabeth
{CDC/DDID/NCIRD/ID} <ocv3 @cdc.gov>, coen, Lisa
sess, Andrew M
-

Subject: [EXTERNAL) RE: PFIZER Vaccines update
Hi all,

Apologies in advance, but we are going to have to shift this to a 30 minute meeting, we were just asked
to be on an urgent call at 3:30. We can find another half hour if we need to finish the discussion. Talk to
you in a few,

Amanda

----- Original Appointmr-—*

From: Cane, Alejandro

Sent: Tuesday, October 13, 2020 11:23 AM

To: Cane, Alejandro; Messonnier, Nancy (CDC/DDID/NCIRD/OD}; Wharton, Melinda
{CDC/DDID/NCIRD/ISD); Cahn, Amanda (CDC/DDID/NCIRD/QD); Painter, Elizabeth
{CDC/DDID/NCIRD/ID}; Hering, David; Coen, Lisa; Gess, Andrew §; Byrczek, Erin M
Subject: PFIZER Vaccines update

When: Monday, October 19, 2020 4:00 PM-5:00 PM (UTC-03:00) City of Buenos Aires.
Where:
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