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Agenda




March 04, 2014

ADVISORY COMMISSION ON CHILDHOOD VACCINES (ACCYV)
Parklawn Building, 5600 Fishers Lane, Rockville, Maryland

Conference Room 10-65
March 06 & 07, 2014

(1:00pm — 4:15 pm Eastern Daylight Time)
(9:00 am — 12:00 pm Eastern Daylight Time)

Dial: 1-877-917-4913
Passcode; ACCV

Thursday, March 06, 2014

Time

1:00 PM

1:10 PM

I:15PM

1:20 PM

1:50 PM

2:30 PM

2:45PM

4:00 PM

4:15PM

Agenda Item
Welcome and Chair Report

Public Comment on Agenda Items
Approval of December 2013 Minutes

Report from the Division of Vaccine Injury
Compensation

Report from the Department of Justice

Break

Report from the Process Workgroup

Public Comment (follows the preceding topic and may
commence earlier or later than 4:00 pm)

Adjourn

Presenter

Mr. David King, Chair

Mr. David King, Chair

Dr. Vito Caserta
Acting Director, DVIC

Mr. Vince Matanoski,
Deputy Director,
Torts Branch, DOJ

Ms. Luisita dela Rosa,
ACCV Member




Friday, March 07, 2014

Time
9:00 AM
9:15 AM

10:00 AM

10:15 AM

10:45 AM
11:00 AM

11:15 AM
11:30 AM

11:45 AM

12:00 PM

Agenda Item -
Welcome & Unfinished Business from Day 1

Review of Vaccine Information Statements

Update on the Immunization Safety Office (ISO),
Centers for Disease Control and Prevention (CDC)
Vaccine Activities

Pneumococcal Polysaccharide (Pneumovax 23)
Vaccine Safety Review

Update on the National Institute of Allergy and
Infectious Diseases (NIAID), National Institutes of
Health (NIH) Vaccine Activities

Update on the Center for Biologics, Evaluation and
Research (CBER), Food and Drug Administration
(FDA) Vaccine Activities ‘

Update from the National Vaccine Program Office
(NVPO)

Public Comment (follows the preceding topic and
may commence earlier or later than 11:30 am)

Future Agenda Items/New Business

Adjournment of the ACCV March Quarterly Meeting

Presenter
Mr. David King, Chair
Mr. Skip Wolfe, CDC

Dr. Tom Shimabukuro
CDC

Ms. Elaine Miiler, R.N., MPH
CDC

Dr. Barbara Mulach

NIAID, N1H

Ms. Theresa M. Finn, Ph.D
CBER, FDA

Dr. Steve Bende, NVPO
Mr. David King, Chair

Mr. David King, Chair
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ADVISORY COMMISSION. ON-CHILDHOOD VACCINES
Authority.

42 U.8.C. 300aa-19, Section 2119 of theé PHS Act, The Advisory Commission on Childhood.
Vaceines (her einafter referred to as the "Commlsswn") i5 goveitied by the provisions of Public
Law 92-463(5 U.S.C. App. 2), which sets forth standards for the formation of advisory
committees..

Oblectlves and Scope of Activities

Health Serv1ce (PHS) Act'to appomt an adVIS
National Vaccine Injury Compensatlon Program (the Plogram), which prowdes compensatlon
for certain vaccine=related injuries or deaths.

Description of Duties

The Commission shall: (1) advise the Secretaty on the implementation of the Program; (2) on its
own initiative or as the result of the filing of & petition, recomniend changes in the Vaccine.

Injury Table; (3) advise the Secretary in implementing the Secretary's responsibilities urider
Section 2127 of the PHS Act regarding the néed for childhood vaccination products that result in
fewer or no significant adverse reactions; (4) survey Fedetal, State, and local programs and
activitiés 1éelating to the gathering of information oninjuries associated with the administration of
childhood vaccines, including the adverse reaction, _reportmg requirements of Section2125(b),
and advise the Sécretary on means to obtain, compi ,,pubhsh and use credible data related to
the frequency and severity of adverse reactions associated with childhood vaccines; (5) -
reconunend to the Dlrector of the Natlonal Vaccmef-Program research related to vaceine 1n_|ur1es

Agency or Official to Whom the Commission 'Re"t‘)'fts'_'

The ComrmSSmn on Childhood Vaccines shall advis¢.and make recommendations to the
Secretary on matters related to the Program respon31b111t1es

'Management and support services shall be: prov1ded by the Division of Vaccine Injury
Compensatlon, Healthcare Systems Burcau, Health Resources and Services Administration.
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Estimated Annual Operating Costs and Staff Years

Estimated:-annual cost for operating the: Commission, mo}udmg compensation and travel
expenses for meémbers, but excludmg staff: sup_port is: approxxmately $8 The estimate of
annual person-yeats of staff support requiréd is 1.5 at an estinated annual-cost of $257,582.

Designated Fedefal Officer

_____ -time or permanent part-time Federal employee to serve'as the Desngnated
Federal Ofﬁccr (D _ _;) to attend each Comm  meeting aud-ensure that all procedures are
within ap pl1cab1e statutory, regulatory, and HHS General Administration Manual directives, The
DFO will approve ai ‘__repare 4ll mesting agendas,.call all of the Commission or.subcommittee
meetings; adjourn any meeting when the DFO determinics adj otrnment to be in the public interest,
and chair meetings 1re_cted to.do so by the official to whom the Commission reports. The
DFO or his/her designee shall be present at all meetings of the full Commission and’
subcommittees.

Estimated Numiber and Frequency of Meetings

The Comniission shall meet no'léss than 4 times per year and-at-the'call of the DFO, Meetings
shall be open to the public except_as:detcnnmed otherwise by the Secletary or demgnee in
‘accordance with the Government’ Tivthe Sunshine Act 5 U.S. C.7552b(c) anc

Committee:Act. Notice of all meetings: shall be given to the public _eetmgs shali be
conducted, and records of the proceedirigs kept, as required by applicable laws and departmental
regulations :

Duration
Continuing;
Ternmination

Unless renewed by:appropriate action priot-o its expiration, this charter will explre two years
from the date the chaitet is filed.

Membership, and Designation

scretary.shall select members' of the Commission, The members of the Commission:shall
select a Chait and Vice Chair from among! ‘thie members. Appomted imembers of the
Commission shall be appointed for a term of'office of 3 years. Members may serve after the.
expitation of thelr' term until the1r SUCCEsSors have taken office.
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The Commission shall be composed of the following:

(1)  Nine meéembers appointed by the Secretary asfollows:

(A)  three members who are health professiosials; who are not employees of the
- Unitéd States, and who have expertis ealth cate of children, the
epidemiology, etiology, and preverii ildhood diseases, and the
adverse reactions associated with vacclnes, of whom at least two shall be

pediatricians;

(B) three ménibers from the general public, of whom:at.least two shall be legal
representatives of childrén who have suffered a vaceine-related injury or
death; and

(C)  three:membx

who are attorneys, of whom at least oni shall bean:

_ pecialty. mcludes representation of persons whohave
suffered a vaccine-related i injury or death and of whom, one shall be.an
attorney whose specialty- mcludes representation of vaceine manufacturers.

(2)  The Director of the National Institutes of Health, the Assistant Secretary for
Health, the Director of the Centers for Disease Control and Prevention, and the
Commissioner of the Food and Drug Adnnmstratlon (orthe designees of such
officials), each of ' whom shall be a. nonvotmg ex officio-member.

The nine members appomted by the Secretary shall serve as. Specaal Government Employees.
ment. Employees _

Subcommittees

Subcominittees may be established with the.approval of the Secretary or designes.
Subcommittee members fiay be iembers of the parent Commissi beomimittee shall
make recommendatlons tobe dehberated by the parent. Commlssron -

subcommittee and will be prOVIded information on the suboomnuttee S__
funétion, and estimatéd frequency of mectings.

Recordkeeping

subgroups of the c' ' ""'_lttee shall be hanclled in acco” _'ance with General Records Schedule 26,
Item 2 or other approved agency records disposition'schedule: These records shall be available
for. public inspection afid copying, $ubject to the Freedom.of Informatlon Act, 5 U.S.C. 552,
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Flllng Dat
July:21, 2012.

Approved:

4£?4 Cguﬁﬂszm féirtm/%ajMS4ELJ

Uvendy P¥nton
Ditector, Office of Management
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ADVISORY COMMISSION ON CHILDHOOD VACCINES (ACCVY) ROSTER
DIVISION OF VACCINE INJURY COMPENSATION (DVIC)
Parklawn Building, Room 11C-26
5600 Fishers Lane
Rockville, MD 20857

ACCY MEMBERS

David King, Chair (‘14)

4 Briarcliff Lane

Holmdel, NJ 07733
(732)758-1111 (Direct)

e~-mail: dking(@salesmotion.com

Ann Linguiti Pron, DNP CPNP, R.N. (‘14)
University of Pennsylvania

~ School of Nursing, 418 Curie Blvd
Philadelphia, PA 19104-4217;

Abington VNA, Community Services, Children’s

Health Center,

1421 Highland Avenue,,
Abington, PA 19001
(215)635-3642 (Direct)

e-mail: aljjp@aol.com

Jason Smith, 1.D. ("14)
Assistant General Counsel
Pfizer Inc.

500 Arcola Road

Dock E — Office D 4214
Collegeville, PA 19426
(484)865-6196 (Direct)
(484)865-6419 (Fax)

e-mail; jason.smith(@pfizer.com

Sylvia Fernandez Villarreal, M.D., (’15)
Taos Clinic for Children & Youth

1393 Weimer Road

Taos, NM 87571
(515)758-8651(Direct)

e-mail; opus@taospeds.org

Luisita dela Rosa, Ph.D. (’15)
22640 Lamplight Place

Santa Clarita, CA 91350
(515)708-0838 (Direct)

e-mail: luisitacdlr@earthlink.net

Michelle Williams, J.D., Vice-Chair (*14)
Alston & Bird LLP

1201 West Peachtree Street

Atlanta, GA 30309

(404)881-7594 (Direct)

(404)253/8274 (Fax)

g-mail: michelle.williams(@alston.com

Kristen A, Feemster, M.D., M.P.H.,
M.S.H.P. ("14)
Assistant Professor- UPenn School of
Medicine, Division of Infectious Diseases
The Children's Hospital of Philadelphia
CHOP North- 3535 Market St, Rm 1511
Philadelphia, PA 19104
(267)426-0192 (Direct)

(215)590-2025 (Fax)

email: feemster@email.chop.edu

Charlene Douglas, Ph.D., M.P.H., R.N.
('14)

Associate Professor, George Mason
University

4400 University Drive, Mail Stop 3C4
Fairfax, VA 22030-4444
(703)993-1937 (Direct)

e-mail: cdouglas@gmu.edu

Edward Kraus, J.D., (*15)

Associate Professor of Clinical Practice
Chicago-Kent College of Law

565 West Adams, Suite 600

Chicago, IL 60661
(312)906-5072(Direct)

e-mail: ekraus@kentlaw.edu




EX OFFICIO MEMBERS

Bruce Gellin, M.D.

Director, National Vaccine Program Office
200 Independence Ave, S.W. - Room 736E
Washington, D.C. 20201-0004
202/690-5566 (Direct)

202/690-7560 (Fax)
e-mail: bgellin@osophs.dhhs.gov

Marion Gruber, Ph.D.

Acting Director,

Office of Vaccines Research and Review
Center for Biologics Evaluation and Research
Food and Drug Administration

1451 Rockville Pike, Rm 3312

Rockville, MDD 20852

301/796-2630

301/402-1290 (Fax)

e-mail: marion.gruber@hda.bhs.gov

DVIC STAFF

Vito Caserta, M.D., M.P.H.
Acting Director, DVIC
Executive Secretary, ACCV
301/443-5287 (Direct)
301/443-8196 (Fax)

e-mail: vcaserta@hrsa.gov

OFFICE OF THE GENERAL COUNSEL
Andrea Davey, J.D.

Attorney

301/443-4500 (Direct)

301/443-2639 (Fax)

¢-mail: Andrea.Davey@hhs.qov

Carole A. Heilman, Ph.D.
Director, Division of Microbiology

and Infectious Diseases,
NIAID, NIH
6700B Rockledge Drive - Room 3142,
MSC 7630 Bethesda, MD 20892-7630
For Federal Express Mailing:

(FED EX only: Bethesda, MD 20817)

301/496-1884 (Direct)
301/480-4528 (Fax)
e-mail: ch25v@nih.gov

Tom Shimabukuro, M.D.,M.P.H., M.B.A
Immunization Safety Office

Centers for Disease Control and Prevention
1600 Clifton Road

Clifton Building, Mail Stop D-26

Atlanta, GA 30333

404/639-4848 (Direct)

404/639-8834 (Fax)

e-mail: tshimabukuro@ecdc.gov

Andrea Herzog

Principal Staff Liaison, ACCV
301/443-6634 (Direct)
301/443-8196 (Fax)

¢-mail: aherzog@hrsa.gov
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Advisory Commission on Childhood Vaccines

December 5, 2013
90™ Meeting

Teleconference Minutes

Members Present

David King, Chair

Charlene Douglas, Ph.D.

Kristen Feemster, M.D.

Edward Kraus, J.D.

Ann Linguiti Pron, DNP, CRNP, RN
Luisita dela Rosa, Ph.D,

Jason Smith, J.D.

Sylvia Fernandez Villareal, M.D.
Michelle Williams, J.D.

Division of Vaccine Injury Compensation

Vito Caserta, M.D., Acting Director, DVIC

Tamara Overby, Acting Deputy Director, DVIC
Avril Melissa Houston, Chief Medical Officer, DVIC
Andrea Herzog, Staff Liaison

Office of the General Counsel
Andrea Davey, J.D.

Department of Justice
Vince Matanowski, J.D.
Julia MclInerny, J.D.

Welcome, Report of the Chair and Approval of Minutes
Mr. David King, ACCV Chair

Noting a quorum present, Mr. King called the meeting to order and, after introductions,
reminded the members that in its deliberations the Commissioners should keep in mind, in an
empathetic way, the significant challenges that an individual or family faces when a sudden,
unexpected and serious vaccine injury occurs. It is a whole new experience with health care
issues, insurance and treatment financing challenges, dealing with the provisions of the Vaccine
Injury Compensation Program (VICP). The decisions of the Commissioners should be made in
favor of supporting those individuals and families in what is a significant ordeal in their lives,

Public Comment on Agenda




Mr. King invited public comment specifically on the agenda.

Theresa Wrangham, Executive Director of the National Vaccine Information Center,
spoke to the agenda item entitled, Discussion regarding in-person meetings. She noted that the
other federal committees responsible for vaccine-related issues usually meet in a face-to-face
environment, and for the ACCV that venue would be more appropriate with regard to the
objective of outreach and informing parents of the benefits of the VICP.

Approval of June 2013 ACCY Meeting Minutes

Noting no further comment from the public, Mr. King invited approval of the minutes of
the September 5, 2013 meeting. Ms. Herzog stated that the minutes would be corrected to reflect
that the meeting was the 89th, and not the 88" ACCV meeting,

Mr. King noted that on page 8, his name was preceded by the title Dr. and not Mr., which
should be corrected in the final version.

Ms. dela Rosa stated that she had not received the meeting documents in advance. Ms,
Herzog agreed to e-mail the material to her and Mr. King decided that the approval of the
minutes would be delayed until later in the meeting to allow Ms. dela Rosa time to review those
minuftes.

Report from the Division of Vaccine Injury Compensation, Dr. Vito Caserta, Acting
Director, DVIC

Dr. Caserta briefly reviewed the day’s agenda, noting that the Commission would
participate in a discussion about making the ACCV more effective, followed by a discussion
about holding in-person meetings, after which the usual agenda items would be addressed —a
report from the Process Workgroup, the report from the Department of Justice, a review of
selected Vaccine Information Statements, and reports from the National Institute of Allergy and
Infectious Diseases (NIAID), the Immunization Safety Office (ISO), and the National Vaccine
Program Office (NVPO).

Dr. Caserta reported that in the first 37 days of FY 2014, 54 petitions had been filed.
That would extrapolate to about 530 for the full year, which would follow the increasing number
of petitions filed annually over the past several years. However, the impact of the federal
shutdown has not been assessed. In terms of adjudications, there has been a slow start with 15
adjudicated cases that, if also extrapolated, would suggest only 150 cases, a number which is
probably low. The same is true of actual awards for petitioners (about $7 million) and attorney”s
fees (about $3 million) — it is too early to project final amounts. Finally, the Vaccine Injury
Compensation Trust Fund (Trust Fund) balance is about $3.4 billion, and in the past fiscal year
net income was $266 million. In that year, awards to petitioners and attorney’s fees slightly
exceeded the net income. In previous years income exceeded what was paid from the Trust Fund.




In terms of significant activities, the public hearing on the rotavirus notice of proposed
rulemaking (NPRM) will be in December, specific date to be announced. A notice about
adding seasonal quadrivalent flu vaccine to the Vaccine Injury Table was published in the
Federal Register. The effective date for coverage of this vaccine is November 12, which is the
date that starts the 8-year look-back period. Petitions must be filed within two years of that date.
The effective date for trivalent vaccine remains July 1, 2005. Finally, the federal shutdown
delayed the progress of the Vaccine Injury Table NPRM, but it is back on track and should be
sent to the Department for clearance within a month.

Dr. Caserta explained that an outbreak of serogroup B meningococcal disease occurred at
Princeton University and to a lesser extent at UC Santa Barbara, and Centers for Disease Control
and Prevention (CDC) and Food and Drug Administration (FDA) worked with university
officials and health departments to obtain authorization to distribute a vaccine under a formal
protocol as an investigational new drug (IND). The vaccine is unlicensed in the U.S. because
group B disease is relatively rare compared to the other serogroups in the US licensed vaccine,
but used widely in Europe with a good safety record. It is a dangerous disease with serious
morbidity. The Secretary confirmed that the vaccine would be covered by the VICP since all
types of meningococcal vaccines are covered.

Dr. Shimabukuro added that the vaccination program will begin at Princeton the week
after the ACCV meeting, with an initial vaccination, followed by a second vaccination in
February. The CDC is the IND sponsor, which is approved by the FDA and includes a safety
monitoring plan and a detailed consent process. The Enropean vaccine was only recently
licensed. He added, for clarification, that the outbreak at UC Santa Barbara involved a different
strain and was not caused by exposure to Princeton students.

Dr. Caserta continued with his report, announcing that VICP and the Department of
Justice (DOJ) separately briefed the staff of Congressman Issa (R-CA) and Congressman
- Cummings (D-MD) to familiarize them with the VICP. Mr. Matanoski commented that his
Office of Legislative Affairs had advised him of a request by the Health Government Oversight
Committee for a briefing, and it was held with congressional staff on November 7. Mr. King
requested that staff provide the names of congressional staff who may have attended the
briefings. There was a brief discussion about an information item in the meeting book referring
to a video entitled “The Injustice of the Vaccine Injury Program™ by the Canary Party. A
congressional hearing that was mentioned in that video has not been scheduled.

Dr. Caserta noted that there had been a discussion at the last meeting about adding
Guillain-Barre Syndrome (GBS) to the Vaccine Injury Table (Table) for influenza, which was
approved by the Commission at that meeting. Final language for the Table was provided to the
Commission for review and comment. Mr, Kraus questioned why chronic inflammatory
demyelinating polyneuropathy (CIDP) was considered an exclusion criteria when the symptoms
are very similar to GBS. Dr. Caserta explained that the Secretary based the determination on the
fact that there is consensus in the neurology community that the two conditions respond to -
different therapies, demonstrate different pathologies and have different disease courses. He
added that that determination does not prevent a petition from being filed as a non-Table injury .
He also explained that the Qualifications and Aids to Interpretation go through a number of




federal departments, including OMB, which may consult other departments (like Defense and
Justice) before the final regulation is written into an NPRM. Dr. Caserta finally stated that the
Commission should reach a consensus on the language of the NPRM. Although the Commission
had reached consensus on the language, Mr, Kraus recommended reaching out to non-federal
health experts, such as medical societies concerned with neurclogical issues, to proactively
invite them to comment on the NPRM.

Dr. Caserta noted that nothing of significance to the VICP was discussed at either the
National Vaccine Advisory Committee meeting in late September or the Advisory Committee on
Immunization Practices in late October.

Dr. Caserta closed with the announcement that Amber Berrian, who was introduced at the last
meeting, had moved on to another federal position within the agency and that Ms. Herzog would
continue as staff liaison to the Commission.

Presentation: Making the ACCV Most Effective, Dr. Vito Caserta, DYIC; Mr. Vince
Matanoski, DOJ; Chief Special Master Denise Vowell

Chief Special Master Vowell introduced the presentation with an announcement that
Chief Special Master Campbell Smith had been appointed to the U.S. Court of Federal Claims on
September 19™ and shortly thereafter President Obama had appointed her chief judge of that
court. That loss and the retirement of one of the special masters had put the Office of Special
Masters (OSM) below the legislated allotment by 25%. Those vacancies will shortly be filled by
two new appointees now undergoing clearance and approval.

Chief Special Master Vowell commented that the upward trend of filings continues,
about 20% higher than last year, partly because of new vaccines added to the Vaccine Injury
Table. She commended the efforts to examine the most effective way for the Commission to
fulfill its mission, adding that focusing on moving the proposed changes to the Vaccine Injury
Table is an appropriate agenda. Although the GBS claims have been efficiently processed on the
basis of causation, adding GBS as a factor in flu vaccines will expedite the process to the damage
phase, which should reduce the workload on the court and speed up the resolution of the claims.

Chief Special Master Vowell noted that, in contested cases, the special masters hear
expert testimony and thoroughly review relevant medical literature and, although not scientists,
that experience is very valuable in reaching conclusions about claims. She encouraged the
Commission to consider the resolution of such contested claims with an eye toward improving
the value of the Vaccine Injury Table and advocating further research.

Although the funding for the OSM operations comes from the Trust Fund, there are¢
financial issues that impact operations, such as the limitations of sequestration (even though the
funds come from the Trust Fund, use of the funds must be approved by Congress). OSM has
restricted travel because of that and hopes to ease that restriction in early 2014 so that special
masters may travel to venues more convenient to petitioners.




Another issue has been the loss at HHS of an individual who worked with the state
Medicaid agencies to resolve lien issues that would delay final payments. Those liens would
have to be resolved before the program could make payment. Since the individual is no longer at
HHS to guide that resolution, the challenges of defining the lien amount and negotiating a
resolution is left to the parties of the claim.

Chief Special Master Vowell encouraged the Commissioners to review decisions on the
OSM web site, visit the office when convenient, attend the upcoming Judicial Conference
(February 25), and attend an entitlement hearing when possible. In conclusion, she expressed
appreciation for the Commission’s dedication.

Dr. Caserta reviewed the Commission responsibilities contained in the ACCV charter:

*  Advise the Secretary on the implementation of the Program

*  Advise the Secretary on making changes to the Vaccine Injury Table

*  Advise the Secretary regarding the need for childhood vaccination products that

‘ result in fewer significant adverse reactions

* Survey programs that gather vaccine adverse event information

*  Advise the Secretary on the means to obtain, compile, publish and use credible
data related to the frequency and severity of childhood vaccine adverse reactions

*  Recommend vaccine injury research to the NVPO Director

*  Consult on the development and revision of Vaccine Information Statements

Based on this charge, Dr. Caserta indicated that he and Mr. Matanoski had reviewed the
current literature to recommend strategies to help the ACCV achieve its mission and support
development of more effective responses to that mission. He suggested the following:

® To request, on an annual basis, that the Secretary define the highest
priority public health issues related to the Vaccine Program and the
provisions of the ACCV charter. 'That information would serve to
guide the Commission towards activities that the Department considers
most important and that would therefore be more valuable in terms of
ACCYV effectiveness.

*  Request that the Secretary apprise the Commission of new priorities
that might emerge during the year. Perhaps the DVIC staff could work
with the Assistant Secretary for Health, under whose aegis the NVPO
operates, to ensure that those new issues are addressed by the
Commission (as well as to continue addressing current priorities that
include adult immunizations, immunizations for pregnant women and
their unborn or newly born children, and focusing on vaccine safety
research). This should make the Commission’s policy
recommendations nore relevant to the Department’s needs.

This should help ACCV provide policy input where HHS needs it most. Then ACCV
should request that the Department provide feedback, perhaps at the first calendar year ACCV
meeting, on actions taken with regard to ACCV recommendations, including a rationale for

5



either accepting or rejecting those recommendations. The Commission should consider how to
communicate with interested audiences and stakeholders about what the ACCV is doing. Dr.
Caserta suggested that the Commission should focus on a small number of higher priority
objectives, and provide information to stakeholders on how to support those objectives. ACCV
has a diverse representation among its membership and with interested stakeholders, and that
should serve to promote consensus support for the Commission’s goals. Part of that would be
improving coordination with other federal groups, such as Advisory Committee on Immunization
Practices (ACIP), National Vaccine Advisory Committee (NVAC), etc.

Dr. Caserta recommended that the Commission develop recommendations with regard to
what actions are needed and why they are needed, and who should take action and when,
including the degree of support needed from each interest group or stakeholder. In addition,
issues that affect the program, if adopted, should be identified --cost implications, improving
processing time, casting a wider net for compensation, and streamlining the program. Dr.
Caserta invited discussion.

Asked about the relationship with the other federal groups that were mentioned, Dr.
Caserta stated that ACCV is represented on NVAC, and provides updates to ACIP. NVAC
provides an insight into the priorities of the Department and Dr. Douglas, as the Commission
representative to NVAC, could bring back that information to the Commission. Dr. Bende
commented that all of the meeting information, the meeting book and presentations, are available
on the NVPO web site shortly after the meeting. Dr. Douglas suggested that Commission
members should be provided with the NVPO web link. Dr. Feemster agreed that the
Commission could identify topics of common interest with NVAC and perhaps provide space on
the Commission agenda for a brief discussion or presentation.

Mr. King suggested suspending the discussion until the afternoon session in order to
recess for lunch,

(Recess for lunch)
Report from the Process Workgroup, Luisita dela Rosa

M. King called the meeting back to order and stated that, in deference to the guest
speaker, Cheryl Dammons, who would join the discussion about in-person Commission
meetings, Ms. dela Rosa, chair of the Process Working Group, would report on that segment of
the meeting and complete her report after the discussion.

This summary pertained to the Process Working Group meeting held on
November 20, 2013.

Ms. dela Rosa commented that one face-to-face meeting per year had been
authorized, presuming that the matters to be discussed at the meeting justified the
expense of that meeting format, Dr., Caserta suggested requesting approval from the
Secretary to hold the March meeting in that manner, with the proviso that there could
be no additional in-person meetings in FY 2014. Mr. King requested a rationale




from the Secretary as to why the NVAC continued to hold in-person meetings, since
both ACCV and NVAC were created by the same legislation. Dr. Caserta noted that
a representative from the Secretary’s office or HRSA should attend the December
meeting, where the issue could be discussed. He agreed that the issue of travel could
also be discussed at the December meeting.

Dr. Caserta introduced Cheryl Dammons, HRSA Associate Administrator and head of the
Healthcare Systems Bureau. She expressed her appreciation for being able to speak to the
ACCV. Concerning the ability of NVAC to hold in person meetings, while ACCYV is resfricted in
that area, Ms. Dammons explained that appropriations are different for each Department of
Health and Human (DHHS) activity and that she could not address the funding decisions of the
Office of the Assistant Secretary for Health (OASH), under which NVAC falls. There was a brief
discussion about the mechanics of funding the ACCYV, in light of the fact that the ACCV receives
its funding from the Trust Fund, although HRS A must approve how the funds are used.
HRSAestablished a limited travel policy during FY 2013, Mr. King made the point that there is a
logical disconnect between the facts that funds for ACCV come from the Trust Fund, which is
unrelated to HRSA appropriations, Ms. Dammons announced that during FY 2014 the ACCV is
authorized to hold two in-person meetings, with the caveat that one would be held in conjunction
with new member orientation.

Mr. King invited Ms. dela Rosa to continue her report. She reported that the working
group had approved three recommendations at the last meeting. The first, already submitted to
the Secretary, recommended adding a vaccine-injured individual to the Commission; the second,
to extend the statute of limitations for filing claims; and the third, to increase the cap for pain and
suffering, Those two would be forwarded to the Secretary after the December meeting and a
copy of each would be sent to each Commissioner. Ms. dela Rosa stated that the working group
had approved a recommendation that the third attorney on the Commission represent vaccine-
injured individuals and be familiar with the mechanics of the VICP. Then there would be two
attorneys who represent vaccine injury petitions and one who represents vaceine manufacturers.
~ Since there is a vacancy in the near future, the Vaceine Injured Petitioners Bar indicated that it
would submit a proposal for that appointment. '

Considering the agenda for future working group meetings, there was agreement to focus
on support for the three recommendations already approved. However, there could still be
consideration of the fourth proposed recommendation, that affecting derivative claims. Dr.
Caserta advised the working group to limit the number of recommendations to those of highest
priority so as not to dilute the impact of the working group.

Mr. Kraus made a motion, duly seconded, that the ACCV recommend to the Secretary
the appointment, as the third member of the legal counsel segment of the Commission, of an
attorney who has experience with the Vaccine Injury Compensation Program, During
discussion, Ms. Williams suggested that the motion would eliminate the position she now holds
as unaffiliated lawyer, which she felt was a valuable resource person to be on the Commission.
Mr. Smith agreed, noting that the unaffiliated attorney provides a different perspective than one
who is dedicated to representing vaccine-injured individuals. He noted that, if approved, the



motion would dictate that Ms. Williams slot be filled by an attorney representing vaccine injured
individuals, but felt that the change would not require that in perpetuity.

Mr. King noted that the charter designates the need to appoint an attorney who represents
the vaccine manufacturing industry and one who represents vaccine injured individuals. The
third is not specified in the charter. However, the Commission should see the vaccine-injured
individuals as most important in the consideration. Dr. Caserta observed that a second attorney
associated with vaccine-injured parties, although worthwhile in that obligation, does not add to
the diversity of experience that is valuable in the Commission’s work. Mr, Smith observed that
Mr, Kraus had done an excellent job maintaining the Commission’s awareness of the needs of
the vaccine-injured, and he was not sure a second attorney with similar experience would make a
significant difference. Although he stated his support for the motion, he felt it would be
inappropriate to interpret the motion to mean that the third attorney would always be an attorney
who represents petitioners. There was also an observation that the wording could be broadly
interpreted to mean any attorney, even one for a vaccine manufacturer, could qualify if he or she
could demonstrate experience with the Program.

A voice vote was taken and the Commission unanimously approved the motion to
recommend that the third attorney on the Commission have experience with the VICP.

Concluding the Process Workgroup report, Ms. dela Rosa suggested discussing several
issues, including the Chief Special Master’s recommendation for the Commission to review
entitlement decisions in order to identify future research. Other issues that could be included in
the discussion would be the need to improve the process to resolve the burden of Medicaid
obligations that must be eliminated to facilitate payment of awards, establishing a URL link on
the Commission web site to NVAC, future uses of Trust Fund monies, and providing information
to stakeholder groups related to ACCV recommendations that might be helpful to those groups in
pursuing their own goals and objectives that are related to ACCV goals and objectives. M.
King asked if specific topics could be included in the ACCV meeting agenda, such as increasing
the cap for pain and suffering, and inviting outside witnesses to attend and comment in a public
hearing type of venue.

Dr. Caserta stated that the idea would be acceptable if the Commission felt that it would
promote the goal of greater effectiveness. Mr. Matanoski agreed that, in providing advice and
counsel to the Secretary regarding childhood vaccines, there is value in hearing from diverse
stakeholders who are part of the ACCV process, as long as the Commission is able to crystalize
the information gleaned into an appropriate recommendation to the Secretary. Mr. Kraus added
that the ACCV is unlike the other vaccine advisory committees, whose purview is the overall,
broad vaccine arena. The ACCV focuses on vaccine-injured individuals, and the Commission’s
agenda should be in consonance with that difference.

Approval of June 2013 ACCV Meeting Minutes (continued)

Mr. King moved on to the deferred approval of the minutes of the June 2013 meeting
and, on motion duly made and seconded, the minutes were unanimously approved by voice vote.




Report from the Department of Justice, Vince Matanoski, Deputy Director, Torts Branch,
DOJ

Mr. Matanoski referenced the DOJ Power Point materials (DOJ PP), dated December 5,
2013, as part of his presentation. He reported that there were 202 claims filed in the three-month
reporting period, an increase in the number reported last year. (DOJ PP at 2) Adults represented
85% of the claims (up from 75% in last reporting period). Mr. Matanoski projected filings for
2014 to reach 500, This reflects a continued increase consistent with distribution of influenza
vaccine. These trends are expected to continue, although there are no plans to increase the staff at
DOJ. Responding to a question about the effect of potential changes to the Vaccine Injury Table
on case processing, Mr. Matanoski said that while Table changes could result in more
concessions by HHS, the amount of damages would still need to be resolved on a case by case
basis.

With regard to adjudications, more than half of the petitions in the reporting period were
compensated (75 of 139 cases), and all but one of the compensated cases were resolved by
settlement, (DOJ PP at 3). Three cases were voluntarily withdrawn. (DOJ PP at 4).

Mr, Matanoski identified the glossary of terms (DOJ PP at 5-7) together with the wire diagram
depicting case processing (DOJ PP at 8) and the appeals chart (DOJ PP at 9-10). These have
been presented at past meetings.

Turning to appeals in the U.S. Court of Appeals for the Federal Circuit (CAFC), Mr.
Matanoski briefly discussed three recently decided cases by the CAFC. In Isaac v. HHS,
petitioner claimed that a tetanus toxoid vaceine caused Guillain-Barre Syndrome, and relied on a
theory of challenge/rechallenge based on a single case report. The Special Master denied
compensation and the CAFC affirmed that decision. (DOJ PP at 11). In Carson v. HHS, the
special master dismissed petitioner’s claim as untimely. On appeal, the CAFC affirmed dismissal
finding the claim untimely and equitable tolling inapplicable. (DOJ PP at 11). Tembenis v. HHS,
involved a question of future lost earnings available to an estate following the death of a child.
The special master held that the child’s estate was entitled to lost future damages based on the
expected lifetime earnings of the child. The U.S. Court of Federal Claims (CFC) affirmed the
special master’s decision. On appeal by respondent, the CAFC reversed, finding that the estate
could not recover future lost earnings, and that the estate was entitled to damages calculated up
to the date of death, (DOI PP at 11). There is one pending case filed by petitioner and three
pending cases filed by respondent. (DOJI PP at 12).

Turning to the CFC, there was one case was recently decided. (DOJ PP at 13). There
were four new cases filed by petitioner and none by respondent. (DOJ PP at 14). Of those, Mr.
Matanoski discussed Scanlon v. HHS. In Scanlon, petitioner alleged an injury caused by the
shingles vaccine (which is administered to adults) based on the vaccine’s similarity to varicella
vaccine, In dismissing the petition, the special master found that the shingles vaccine is not listed
on the Vaccine Injury Table, and no excise tax is levied on the vaccine, which is a prerequisite to
being covered under the Act. Mr, Matanoski noted three upcoming scheduled oral arguments:
one at the CAFC and two at the CFC. (DOJ PP at 15). Turning to the slides entitled Adjudicated
Settlements (DOJ PP at 16-24); Mr. Matanoski noted that 70 cases were settled during the
current reporting period. Of those, it appeared that 60 were for adults and 10 for minors. More
than half of the settflements (42 cases) involved the flu vaccine. During this reporting period, the




average time to resolve all of the cases, from filing a petition to judgment, was one year and nine
months. Of the 70 cases settled, 27% settled within the first year; 44% within two years; and
20% in the third year, A total of 91% of cases were resolved within three yeats, an improvement
over the last reporting petiod. Mr, Matanoski added that, for comparison, although not
necessarily indicative of a trend, 84% of cases in the last reporting period were resolved in less
than three years, and 40% of cases were resolved in the first year.

Finally, Mr. Matanoski commented that the budget issues have had an impact on case
processing, although it is not clear whether the federal government shutdown adversely impacted
case processing. Ie added that DOJ would work to resolve Medicaid liens in a timely manner to
ensure that those who are entitled to compensation receive it without significant delays.

Review of Vaccine Information Statements, Skip Wolfe, CDC
Td (Tetanus, Diphtheria) Vaccine

Mr. Wolfe began with the Td (tetanus/diphtheria) Vaccine Information Statement (VIS),
Section 1, noting that FDA had requested that information about how tetanus is acquired be
placed early in the discussion. Therefore the paragraph that follows the diphtheria description
(beginning “Both diseases are caused by bacteria) has been moved to the first introductory
paragraph under Section 1.

In Section 2, about Td vaccine, there was a recommendation to delete the second
paragraph (beginning “A similar vaccine”) because Tdap is often given off label as a booster to
the first tetanus vaccination, and because there is a separate VIS for Tdap. The ensuing sentence
about receiving more information from your doctor would be revised to delete the words “about -
both vaccines.” ~

In Section 3, there was a brief discussion about the warning to reschedule if the
individual is “not feeling well.” Mr, Wolfe explained that the wording previously had suggested
that the individual make a judgment about the severity of the individual’s health at the time of
the appointment, but there was a decision to simplify the wording and rely on the caregiver’s
advice about rescheduling:

In Section 4, listing adverse events, Mr. Wolfe explained that, on the advice of the
subject matter experts, the list was taken from the Tdap VIS because there is no separate list of
adverse effects for the Td vaccine. And on the advice of FDA, under moderate problems, the last
item (swelling of the entire arm) was removed because it is not a risk. However, the swelling
and severe pain is a potential adverse event following Td and it is retained as the only severe
problem. There was a brief discussion about whether the “bleeding” mentioned in the Severe
Problems paragraph was actually bleeding or bruising, and Mr, Wolfe indicated he would
ascertain the proper word to use. Finally, inadvertently, the standard watning in all VIS about
syncope and deltoid was left out and will replace the second paragraph in Section 4.

Haemophilus influenza type b (Hib) Vaccine
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Mr. Wolfe commented that FDA had indicated that the paragraph in Section 1 describing
incidence and mortality should be revised, since it is not clear if the fatalities are among the
children or could include adulis. He suggested rewording the sentence to retain the total
incidence of 20,000, but describe the fatalities in terms of a percentage range, perhaps 3% to 5%.
Mzr. King commented that, if the numbers are used, there should be citations that support the
numbers. Mr. Wolfe stated that FDA also recommended changing the term “spinal cord
coverings” to “spinal cord linings.” There was a suggestion that the term “invasive Hib disease”
may not be easily understood by the general public and that the term “severe Hib disease” or
“life-threatening Hib disease” might be more appropriate.

There were no comments regarding changes in the content of Sections 2 and 3. There
was an observation; however, that in the last paragraph there is no explanation of the increased
benefit of the vaccination before, not after, spleen removal. Mr. Wolfe indicated he would work
on the wording of that paragraph.

Finally, Mr. Wolfe referred to the combination vaccine MenHibrix (Hib and bivalent
meningococcal vaccine), commenting that a VIS is not usually created for combination vaccines
and perhaps a short discussion could be appended to the Hib VIS, since it can be used for Hib
immumzation. He invited comments from the Commission. It was noted that there is a sentence
that indicates that ITib vaccine may be given as part of a combination vaccine (in Section 2).
There was a brief discussion about whether or not the vaccine would be covered. Dr. Villareal
felt the reference to combination vaccines in the VIS should be sufficient,

Mr. Wolfe expressed appreciation for the comments and recommendations of the
commission.

Update on the National Institute of Allergy and Infectious Diseases (NIAID) Activities,
Barbara Mulach, NIH

Ms. Mulach noted two recent publications that might be of interest to the Commissioners.
The first was an announcement by University of Pittsburgh researchers of release of an extensive
database of 56 infectious diseases going back 125 years. Development of the database was
supported by the Bill and Melinda Gates Foundation and NI, and it is a searchable database
that will allow extensive data mining.

The second is a research program at NIH to investigate the potential of a vaccine for
respiratory syncytial virus that affects infants, very young children, older adults and immune
compromised individuals.

The third involves development of research relying on a baboon model to look at the
mechanism of action of both whole cell and acellular pertussis vaccines. Recent FDA-NIH
collaborative research has shown that baboons vaccinated with acellular vaccine are able to resist
infection, but may transmit the infection to other animals.

The fourth study focuses on the possibility that eye contact in infant’s offers a clue to
subsequent autism diagnosis. Using eye-tracking equipment, some evidence has been developed
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that infants between two months and three years who have reduced eye contact, also have a high
probability of an autism diagnosis.

Update on the Center for Biologics Evaluation and Research (CBER) - LCDR Valerie
Marshall, FDA

LCDR Marshall reported that on November 19-20, the Center for Biologics Evaluation
and Research (CBER) met with the Biotechnology Industry Organization (BIO) to discuss
expedited review programs, pregnancy registries, pediatric review plans and revising the IND
managed review process. On November 22, 2013, the FDA approved the first adjuvanted
vaccine for the prevention of H5SN1 influenza, commonly known as avian or “bird flu.” The
vaccine, Influenza A (HSN1) Virus Monovalent Vaccine, Adjuvanted, is approved for use in

‘adults 18 years of age and older who are at increased risk of exposure to the H5N1 influenza
virus. The H5N1 avian influenza vaccine is not intended for commercial availability but has
been purchased by DHHS for inclusion in the National Stockpile for distribution by public health
officials if needed.

Update on the Immunization Safety Office, Tom Shimabukuro, CDC

Dr, Shimabukuro reviewed presentations made at the October 2013 Advisory Committee
on Immunization Practices (ACIP) meeting. Meningococcal vaccine, MenACWY-CRM
(Menveo) can be used for protection against serogroups A, C, W, and Y in increased risk infants
aged 2 through 23 months. Infants aged 2 through 8 months who travel to or reside in countries
in which meningococcal disease is hyperendemic or epidemic are recommended to receive
MenACWY-CRM prior to travel to provide protection against meningococcal serogroups A and
W. MenACWY-CRM may be co-administered with PCV13, including in asplenic children.

During the session on pneumococcal conjugate vaccine (PCV), the ACIP discussed a
possible reduced 3-dose PCV13 schedule. The 3-dose schedule has been approved by the -
European Medical Agency, but not the FDA. There is evidence supporting a 3-dose PCV series
as effective against invasive pneumococcal disease, pneumonia and otitis media and strong direct
and indirect (herd) effects observed in countries using 3-dose PCV schedules. However,
programs may not always deliver high coverage rates. Dr. Shimabukuro commented that this
presentation was for information only, and no recommendations or votes on any change were
proposed.

During the human papillomavirus vaccine session, the manufacturer of a 9-valent vaccine
gave a presentation. The 9-valent vaccine includes 5 additional cancer-causing HPV types
(compared to the current quadrivalent vaccine) and has the potential to prevent ~90% of cervical
cancers and ~80% of high grade disease (CIN 2 or worse). Six Phase III trials have been
completed that included more than 13,000 subjects. A preliminary report was made at a recent
EUROGIN conference, and further details of the studies will be available soon.

In the Influenza session, the manufacturer of high-dose inactivated influenza vaccine

discussed a randomized control trial involving 32,000 subjects over 65 years of age, who
received either standard Fluzone or Fluzone High-Dose (which contains three times the amount
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of antigen than the standard version). Both are approved for administration to adults 65 and
over with no vaccine type preference indicated in the recommendations. The result of the trial
indicated that Fluzone High-Dose was 24% more effective in preventing influenza of any strain
in adults aged >65 relative to Fluzone.

Dr. Shimabukuro reported that the Frequently Asked Questions (FAQ’s) on the CDC
website had been updated concerning HPV vaccines to address the question of whether or not
those vaccines are associated with ovarian failure -- there is no evidence to indicate this. There
is also a CDC Expert Commentary available that discusses rotavirus and intussusception, a
subject that was covered at the last ACCV meeting. The conclusion is that there is a small
increased risk of intussusception after receiving rotavirus vaccine, but the benefits of the
 immunization continue to outweigh those risks.

Dr. Shimabukuro commented on four recent publications:

o Glanz et al., reported in the Journal of the American Medical Association Pediatrics that
under vaccination with DTaP vaccine increases the risk of pertussis in children 3 to 36
months of age.

e Rohani-Rahbar et al., also in JAMA Pediatrics, reported that measles-containing vaccines
are associated with a lower increased risk of seizures when administered at 12 to 15
months of age (compared to children aged >15 months).

o MocCarthy et al., in Vaccine, looking at claims data, found no increased outcome risk
(included GBS and seizures) following administration of 998,881 trivalent inactivated
vaccine (TTV) and 538,257 HINI vaccine doses in the 2009-2010 season, and 1,158,932
TIV doses in the 2010-2011 season,

e Moro et al. reported in the American Journal of Obstetrics and Gynecology that rates of
spontaneous abortion, preterm birth, and major birth defects in pregnant women who
received live HIN1 vaccine were similar to or lower than published background rates. No
concerning patterns of medical conditions in infants were identified.

Finally, Dr. Shimabukuro commented on two vaccines not on the Vaccine Injury Table.
He announced that his office is working on presentations that review the safety of zoster vaccine
- (for adults) and 23-valent polysaccharide vaccine (for adults mainly and for some high risk
children), which will be presented to the Commission at a future meeting.

Update from the National Vaccine Program Office, Dr. Steve Bende, NVPO

Dr. Bende summarized the agenda for the September NVAC meeting, noting that there
was a discussion of the Healthy People 2020 immunization goals, and update on the Affordable
Care Act as it relates to immunization, an update on adult iinmunization standards of practice
(approved at the meeting), a panel on adult immunization registries, and a briefing by the CDC
on the communications plan for the upcoming flu season. On the second there were several
updates by the Vaccine Hesitancy Workgroup (confidence impacts parents’ acceptance of
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immunization), the Maternal Immunization Workgroup, and the HPV Workgroup. The Pan
American Health Organization presented a discussion on challenges to sustaining immunization
programs, and the NVAC Global Immunization Workgroup made a final report and
recommendations, which were unanimously approved. Finally, there was a discussion about
vaccine storage and handling.

Dr. Bende commented on one area of importance in adult immunizations, which are the
plans to update standards and practices such that healthcare providers, and specifically providers
of immunization services, increase vaccine access and coverage. There is an adult immunization
task force focused on enhancing the HIIS response to that objective, and Dr. Bende discussed the
activities in NVPO that are under way to support the objectives of the adult immunization
strategy and plan, which are a significant part of the NVPO effort.

Dr. Bende stated that the annual report on the National Vaccine Plan will be presented at
the February NVAC meeting. He also noted that a contract negotiated by AHRQ with Rand
Corporation to conduct a literature search of reports of safety for all vaccines not assessed by the
IOM report, should be received before the end of the year. It will be an important resource to
support the NVPO’s charge to develop a cohesive pan-federal vaccine research agenda. Finally,
Dr. Bende commented that the NVPO was working on the development of a plan for sustained
maternal safety monitoring, which will be submitted to the Assistant Secretary for Health.

Public Comment
Mr. King invited comment from members of the public.
- Ms. Theresa Wrangham, representing the National Vaccine Information Center

Mir. Wrangham commented on the lack of public awareness of the VICP as evidenced by
the number of claims that fail because of the statute of limitations, She commended the
Commission for its interest in extending the statute, but commented that greater outreach is
needed to make the public more aware of the program. She noted that media announcements and
press releases by other federal groups, such as ACIP, could serve as an example. Ms. Wrangham

- commented that face-to-face meetings, such as those held by other vaccine advisory groups,
should be encouraged, since they would provide a better vehicle for outreach.

Concerning the use of Trust Fund monies, Ms. Wrangham was not in favor of the
proposal by some on the Comuuission that the Trust Fund financially support immunization
. research. She requested that the Commission recommend funding sources other than the Trust
Fund, which should be reserved for compensation of vaccine-injured individuals.

Ms. Wrangham commended the Commission staff for posting the Commission meeting
materials on the ACCV web site in a timely manner, unlike most of the other federal vaccine
advisory committees. She also recommended that correspondence from the Secretary in
response to ACCV recommendations be posted, and that a spreadsheet be developed to provide a
chronological presentation of ACCV recommendations and responses to those recommendations,
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Mr. Louis Conte, A Parent

Mr. Conte commented that the director of the advocacy organization, Every Child by
Two, published a letter that stated that “remedies to the current program can be remedied through
the Advisory Commission on Childhood Vaccines.” The letter stated that the outcome of the
Omnibus Autism Proceeding determined that vaccines do not cause autism. However, in a paper
published in 2011, “Unanswered Cases,” Mr. Conte (one of the authors) stated that 83 cases of
vaccine-induced brain damage were identified that could be related to autism. Mr. Conte
described the specific case of Bailey Banks, who was awarded compensation through the VICP
based on the Special Master’s ruling that the vaccine caused acute disseminated '
encephalomyelitis, a neurological condition that Mr. Conte stated was associated with autism
spectrum disorder. Mr. Conte recommended that the Commission recommend to the Secretary
of HHS that the Vaccine Injury Table should include acute disseminated encephalomyelitis as a
precursor to autism spectrum disorder and that appropriate warnings should be added to the
Vaceine Injury Statements.

Future Agenda Items/New Business

There being no further comments from the public, Mr. King invited discussion on new
business and proposed future agenda items. '

Mr, King suggested that the Commission begin to consider the retirement of
Commissioners who have reached the end of their terms, the introduction of new members,
elections leading to the next chair and co-chair — all of which should be included for
consideration on the March meeting agenda. Other possible agenda items could include
appropriations, the Medicaid issue, continued discussion of the virtual meeting, and research
funding and the Trust Find. Mr. Kraus suggested forming an ad hoc transition workgroup to
develop the agenda. Ms. Williams and Dr. Pron agreed to co-chair the ad hoc workgroup and
coordinate its scheduling.

Mr. King invited a motion to adjourn and, on motion duly made and seconded, there was
unanimous approval to adjourn the meeting.
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Vaccine Injury Compensation Trust Fund

Balance as of December 31, 2013

$3,485,591,623.37

. Figures for October 1, 2013 — December 31, 2013

Excise Tax Revenue: $48,558,000
Interest on Investments: $15,163,853
Net Income: $63,721,853

Interest as a Percentage of Income: 31%

Source: U.S. Treasury, Bureau of Public Debt
February 3, 2014







4.1




NATIONAL VACCINE INJURY COMPENSATION PROGRAM *

PROGRAM STATISTICS REPORT
As of Monday, February 03, 2014

FY 1988 24
FY 1688 148
FY 1990 1462
EY 1691 2,718
FY 1992 189
FY 1663 . AR
EY 1994 ' 107
EY 1695 o 180
FY 1586 "84
EY 1867 104
EY 1598 | 730
FY 1569 477

FY 2000 764
FY 2001 518
FY 2002 ' 957
FY 2003 2592
FY 2004 1,214
FY 2005 735
FY 2006 395
FY 2007 410
FY 2008 417
FY 5600 397
EY 2610 : 448"
FY 2011 386
FY5012 400
FY 5613 i 500
FY 2014 _ . 174

Totals: ' . 15,0565




NATIONAL VACCINE INJURY COMPENSATION PROGRAM '

PROGRAM STATISTICS REPORT
As of Monday, February 03, 2014

FY 1989 9 12 21
FY 1990 100 33 133
FY 1991 141 447 588
FY 1992 166 487 653
FY 1993 125 588 713
FY 1994 162 446 608
FY 1995 : 160 575 735
FY 1996 162 408 570
FY 1997 189 198 387
FY 1998 144 181 325
FY 1999 . 98 139 237
FY 2000 , 125 104 229
FY 2001 86 87 173
FY 2002 104 103 207
FY 2003 56 99 155
FY 2004 62 233 295
FY 2005 60 121 181
FY 2006 . 69 191 260
FY 2007 . 83 120 203
FY 2008 : 147 134 281
FY 2009 134 231 365
FY 2010 181 292 ' 473
FY 2011 261 1,371 1,632
FY 2012 259 2,440 2,699
FY 2013 365 628 993
FY 2014 69 61 130
Totals: , 3,517 9,729 13,246




NATIONAL VACCINE INJURY COMPENSATION PROGRAM !

PROGRAM STATISTICS REPORT
As of Monday, February 03, 2014

FY 1989 6 $1,317,664.78 $54,107.14 0 $0,00 0 $0.00 | $1,371,761.
7Y 1980 a8 §53,355 510 48 §1,379,008.70 q §57,665.48 ) $0.60 | §54,688,218. 73
FYiee |4 $05,080,493.16 §2,364,758.91 30 $438, 806 21 i) §0.00 | §68,842,061.28
FY 1693|130 $94,538,071 30 $3,001,657.97 118 §1,512,677.14 i) $0.00 | ""§98,752,676.41
FY 1803 {82 §110,683,567.87 $3,263,453,06 572 $2,447,973.06 ) $0.00 | $i25402 993,08
FY 1804|158 08,184,500 68 $3,571 17687 335 $3,168,527.58 6 $0.60 | "$104 889 807.13
FY 1885|186 §104,085,266.72 §3,883,770.57 591 $7,578,136.45 ) $0.00 | "$146,014,172.81
FY 1808|183 §100,455,555.52 $3,008, 33796 L §2,364,135.71 0 86,00 | $i05,885 679.89
FY 867 |TFT§113,620,171.68 $3,808,984 77 143 §1,678 41874 [y $0.00 | $176,397 874,58
E 868 |8 §157 546,009.19 $4,002, 278 55 721 $1,938,068.50 G §0.00 | $i33484 353 24
FY 1998 g6 $05,517,680.51 $2,708,810.85 717 §5.308,957.40 ] §0.00 | "$101,024,548.78
FY2000[ 938 $125,945,195.64 $4,112,360.02 80 §1,724,451.08 0 §0.00 | §731782,016.74
F¥ 5001 87 §106,876,630.5¢ $3,373, 865,88 57 §2,068,554,67 0 $0.00 | §497,378,793.12
FY 5002 ) §$69,7906,604.30 $5,858 598 89 85 $666,244.79 o §0.00 | $63,109,448.07
FY 2008 65 §83,816,540.07 $3,147,768.12 89 §4,545,654.87 o $0.00|§87,50,650.08
FY 2004 57 $61,933,764.90 §3,076,328.65 69 $1,768,815 66 0 $6.00|§88,271,708.71
F¥ 5005 64 $55,065,797.01 $2,604,864.03 il $1,760,687.25 0 §0.00 | "$58,551,045.33
FY 5006 &8 $48,746,160.74 §5 441,196.02 54 $1,363,833.61 0 $0.00 | $62,640,084.37
FY 2007 82 $91,449,433 89 §4,034,154 37 61 $1,603,080.55 0 $0.00 | $47,175,608.51
FY 5008 | T4 §75,716,562.06 8,576,337 04 73 $5,432,847.05 5726531 $83,5636 601,46
FY 008|141 §74,142,490 58 §8,404,711.98 38 $1,667,130.55 58" "§4,541,36.66 | $85,345,704.64
FY 5010|7179, 387 347,30 §6,961,744.40 58E 886,259.95 5571,678,805.88 | $189,214,139.63
FY S01T|TEET 516,318 438,47 §0,736,216.87 402 $8,435,543.10 58 §5.061,770.01 | $233482 659,44
FYS013 850 §163,511,698.62 §8,104,488.60 1,017 $8,621,182.35 37" $5,420,267.00 | $186,657,027.73
FY 2018|878 §384 666, 356.70 $13,250,879.63 704 $7,062,776.84 56 §1,454,851.74 | $270,424,636.81
EY 20741111 $66,184,887.70 §3,558,548.28 333 $3,387,780.79 127" §534,704.08 | §73,623,063.25
Totals: 3,511  $2,666,061,939.61  $108,604,470.82 4,706 $60,533,738.52 179 $16,039,016.46  $2,851,239,165.31

1. Fiscal year statistics for petitions/claims alleging injuries or deaths resulting from vaccines administered
on or after 10/1/1988.

2. Generally, petitions/claims are not adjudicated in the same fiscal year as filed. On average, it takes 2-3

years to adjudicate a petition/claim after it is filed.

3. "Compensated"” are claims that have been paid as a result of a setlement between parties or a
decision made by the U.S. Court of Federal Claims (Court). The # of awards is the number of pefitioner
awards paid, including the attorneys' fees/costs payments, if made during a fiscal year. However,
petitioners' awards and attorneys' fees/costs are not necessarily paid in the same fiscal year as when the
petitions/claims are determined compensable. "Dismissed" includes the # of payments to attorneys and
the total amount of payments for attorneys' fees/costs per fiscal year. The VICP will pay attorneys'
fees/costs related to the claim, whether or not the petition/claim is awarded compensation by the Gourt, if
certain minimal requirements are met. "Total Outlays" are the total amount of funds expended for
compensation and attorneys' fees/costs from the Vaccine Injury Compensation Trust Fund by fiscal year.
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National Vaccine Injury Compensation Program (VICP) Adjudication Categories by Vaccine for Claims _u.m_mn Calendar Year 2006 to
Present (as of February 3, 2014)"

Dismissed/Non-

Compensable Compensable Grand
Compensable Total Total Total
No. of Doses Distributed US
CY 2006 - CY 2012 (Source:

Vaccine Afleged by Petitioner* | CDC)® Concession Court Decision | Settlement
DT 562,707 1 0] 3 4 3 7
DTaP 68,113,573 10 16 69 85 64 159
DTaP-Hep B-1PV 38,347,667 4 6 18 28 31 59
DTaP-HIB 1,135,474 0 0] 0 0 .1 1
DTaP-IPV-H!IB 46,633,881 0 0] 4 4 7 11
DTP 0* 0 1 2 3 1 4
Hep A-Hep B 10,405,325 0] 0 8 8 0 8
Hep B-HIB 4,621,999 0 1 1 3 1 4
Hepatitis A (Hep A) 110,596,300 1 5 17 23 16 39
Hepatitis B {Hep B) 116,853,062 2 10 33 45 29 74
HiB 70,755,674 0 1 4 5 4 9
HPV 55,168,454 10 o 59 69 70 139
influenza 809,000,000 17 67 604 688 134 822
PV 52,439,162 0] 0 3 3 2 5
Measles 135,660 0 0 1 1 0 1
Meningococcal 51,173,032 1 1 18 21 3 24
MMR 65,864,745 15 13 48 76 62 138
MMR-Varicella 8,073,618 7 0 6 13 7 20

! The date range for this tabie was selected to reflect the status of the current Program since the inclusion of influenza in July 2005, which now constitutes the

majority of all VICP claims.

% This is the first vaccine listed by the petitioner in the claim, and other vaccines may be alleged or may form the basis of compensation.

® vaceine doses are self-reported distribution data provided by US-licensed vaccine manufacturers. The data provide an estimate of the annual national

distribution and do not represent vaccine administration. in order to maintain confidentiality of an individual manufacturer or brand, the data are presented in

m: aggregate format by vaccine type.
Eso_m cell pertussis vaccines were not distributed during this time period.

5 Flu doses are derived from CDC's FluFinder tracking system, which includes data n_.osamn_ to CDC by US-licensed influenza vaccine manufacturers as well as

their first line distributors.




'Nongqualified® N/A 0 0 0 0 20 20
QPVY 0 1 0 0 1 3 4
Pneumococcal Conjugate 123,606,306 0] 1 5 6 12 18
Rotavirus 61,336,583 0 2 14 16 5 21
Rubella 422,548 o] 1 0] 1 0 1
Td 53,009,015 4 5 47 56 T 15 71
Tdap 133,744,203 6 5 58 69 7 76
TETANUS 3,836,052 2 0] 14 16 9 25
c:mumﬁmmaq N/A 1 o] 2 3 536 539
Varicella 82,534,257 3 5 17 25 10 35
Grand Total 1,968,399,297 86 140 1,056 1,282 1,052 2,334

DEFINITIONS:

1. Compensable - The injured person who filed a claim-was paid money by the VICP. Compensation can be achieved through a
concession by the Department of Health and Human Services (HHS), a decision on the merits of the claim by a special master or a
judge of the United States Court of Federal Claims (Court), or a settlement between the parties.

a. Concession: HHS concludes that a petition should be compensated based on a thorough review and analysis of the
evidence, including medical records and the scientific and medical literature. The HHS review concludes that the petitioner
is entitled to compensation, including a determination either that it is more likely than not that the vaccine caused the injury
or the evidence supports fulfillment of the criteria of the Vaccine Injury Table. The Court also determines that the petition
should be compensated.

b. Court Decision: A special master or the court, within the United States Court of Federal Claims, issues a legal decision after
weighing the evidence presented by both sides. HHS abides by the ultimate Court decision even if it maintains its position
that the petitioner was not entitled to compensation (e.g., that the injury was not caused by the vaccine).

i. Forinjury claims, compensable court decisions are based in part on one of the following determinations by the
court:
1. The evidence is legally sufficient to show that thé vaccine more likely than not caused (or significantly
aggravated) the injury; or

® Claims filed for vaccines which are not covered under the VICP.

7 Insufficient information submitted by petitioner to make an initial determination. The concession was for multiple unidentified vaccines that caused abscess
formation at the vaccination site{s), and the settlements were for multiple vaccines later identified in the Special Master's Decisions.




2. Theinjury is listed on, and meets all of the requirements of, the Vaccine Injury Table, and HHS has not
proven that a factor unrelated to the vaccine more likely than not caused or significantly aggravated the
injury. An injury listed on the Table and meeting all Table requirements is given the legal presumption of
causation. It should be noted that conditions are placed on the Table for both scientific and policy reasons.

¢. Settlement: The petition is resolved via a negotiated settlement between the parties. This settlement is not an admission by
the United States or the Secretary of Health and Human Services that the vaccine caused the petitioner’s alleged injuries,
and, in settled cases, the Court does not determine that the vaccine caused the injury. A settlement therefore cannot be
characterized as a decision by HHS or by the Court that the vaccine caused an injury. Claims may be resolved by settlement
for many reasons, including consideration of prior court decisions; a recognition by both parties that there is a risk of loss in
proceeding to a decision by the Court making the certainty of settlement more desirable; a desire by both parties to
minimize the time and expense associated with litigating a case to conclusion; and a desire by both parties to resolve a case
quickly and efficiently.

2. Non-compensable/Dismissed — The injured person who filed a claim was ultimately not paid money.

a. zo:-nOBum:mmc_m Court decisions include the following:

i. The Court determines that the person who filed the claim did not demonstrate that the injury was caused {(or
significantly aggravated) by a covered vaccine or meet the requirements of the Table (for injuries listed on the
Table).

ii. The claim was dismissed for not meeting other statutory requirements (such as not meeting the filing deadline, not
receiving a covered vaccine, and not meeting the statute’s severity requirement).
iii. The injured person voluntarily withdrew his or her claim.
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Vaccine Information Statement

Hepatitis A Vaccine: What You Need to Know

Many Vaccine Information Statements are available in Spanish and other languages. See www.immunize.org/vis.

Hojas de informacién Sobre Vacunas estdn disponibies en espafiol y en muchos ofres idiomas. Visite www.immunize.org/vis

1. Why get vaccinated?

Hepatitis A is a serious discase that affects the liver. It is caused by the hepatitis A virus (HAV).

HAYV is found in the stool of persons with hepatitis A.

It is usually spread by close personal contact and sometimes by eating food or drinking water
containing HAV. A person who has hepatitis A can easily pass the disease to others, especially

within the same household
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2. Hepatitis A vaccine

Hepatitis A vaccine is an inactivated (killed) vaccine. Two doses are needed for lasting

protection. These doses should be given at least 6 months apart.

months of age).

Others who should be vaccinated include:

Men who have sex with men
People who use street drugs
People with chronic liver disease
Some lab workers

Children are routinely vaccinated between their first and second birthdays (12 through 23

Older children and adolescents living in areas with high rates of hepatitis A
Travelers to certain countries (best at least a month before travel)

People planning to adopt or care for children from certain countries




- People treated with clotting factor concentrates

+ Anyone who wants to be protected from hepatitis A may be vaccinated.

Hepatitis A vaccine may be given at the same time as other vaccines.

3. Some people should not get this vaccine

« Babies younger than 12 months of age.

» Anyone who has ever had a severe (life threatening) allergic reaction to a previous dose

of hepatitis A vaccine should not get another dose.

« Anyone who has a severe (life threatening) allergy to any part of this vaccine should not get
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Serious side effects are also possible, but are very rare.

Most people who get hepatitis A vaccine do not have any problems with it.

Mild problems

« sorenecss where the shot was given (about 1 out of 2 adults, and up to 1 out of 6 children)

+ headache (about 1 out of 6 adults and 1 out of 25 children)
« loss of appetite (about 1 out of 12 children)
+ tiredness (about 1 out of 14 adults)

If these problems occur, they usually last 1 or 2 days.




Problems that could happen after any' vaccine

e Brief fainting spells can happen after any medical procedure, including vaccination. Sitting or
lying down for about 15 minutes can help prevent fainting, and injuries caused by a fall. Tell
your doctor if you feel dizzy, or have vision changes or ringing in the ears.

e Severe shoulder pain and temporary loss of range of motion in the arm where a shot was given
can happen, very rarely, after a vaccination.

» Severe allergic reactions from a vaccine are very rare, estimated at less than 1 in a million
doses. If one were to occur, it would be within a few minutes to a few hours after the
vaccination.

5. What if there is a serious problem?
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« Afterward, the reaction should be réiﬁortéd to the “Vaccine Adverse Event Reporting
System” (VAERS). Your doctor might file this report, or you can do it yourself through
the VAERS web site at www.vaers.hhs.gov, or by calling 1-800-822-7967.

VAERS is only for reporting reactions. They do not give medical advice.

6. The National Vaccine Injury Compensation Program

The National Vaccine Injury Compensation Program (VICP) is a federal program that was
created to compensate people who may have been injured by certain vaccines.

Persons who believe they may have been injured by a vaccine can learn about the program and
about filing a claim by calling 1-800-338-2382 or visiting the VICP website at
www.hrsa.gov/vaccinecompensation.




L)

- Visit CDC websites at or www.cde.gov/vaccines

« Contact the Centers for Disease Control and Prevention (CDC):
- Call 1-800-232-4636 (1-800-CDC-INFO)

» Call your local or state health department.

Vaccine Information Statement (Interim)

Hepatitis A Vaccine

7. How can I learn more?
(DATE)

* Ask your doctor.
42 U.S.C. § 300aa-26
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Vaccine Information Statement

Hepatitis B Vaccine: What You Need to Know

Many Vaccine Information Statements are available in Spanish and other languages. See www.immunize.orgfvis.
Hojas de informacién sobre vacunas estan disponibles en espafiol y en muchos ofros idiomas. Visite www.immunize.ofgfvis

1. Why get vaccinated?
Hepatitis B is a serious discase that affects the liver. It is caused by the hepatitis B virus.
» In 2009, about 38,000 people became infected with hepatitis B.

Hepatitis B causes two types of infection:
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* You can become infected with hepatitis B by:
- contact with blood or other body fluids through breaks in the skin such as bites, cuts, or
sores,
- contact with objects that have blood or body fluids on them such as toothbrushes, razors, or
monitoring and treatment devices for diabetes;
- having unprotected sex with an infected person;
- sharing needles when injecting drugs;
- being stuck with a used needle.
« A baby whose mother is infected can be infected at birth.

Each year about 2,000 to 4,000 people die from cirrhosis or liver cancer caused by hepatitis B.

Hepatitis B vaccine can prevent hepatitis B and its consequences, including liver cancer and
cirrhosis.

Since hepatitis B vaccine was recommended for children in 1991, infections among children and
adolescents have dropped by more than 95% — and by 75% in other age groups.




2. Hepatitis B vaccine

Hepatitis B vaccine is made from parts of the hepatitis B virus. It cannot cause hepatitis B
infection. The vaccine is given as a 3-dose series,

» Babies normally get hepatitis B vaccine at these ages:
Ist Dose: Birth
2nd Dose: 1-2 months of age
3rd Dose: 6-18 months of age

Some “combination” vaccines (several different vaccines in the same shot) contain hepatitis
B. Children who get these vaccines may get an extra (4“‘) dose. This is not a problem.
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- remdents and staff in institutions for the developmentally disabled,
- people who travel to countries where hepatitis B is common.

« Anyone else who wants to be protected from hepatitis B infection can get the vaccine.
* Pregnant women may be vaccinated.

» Hepatitis B vaccine may be safely given with other vaccines.

3. Some people should not this vaccine.

» Anyone who has ever had a severe (life threatening) allergic reaction to a previous dose
of hepatitis B vaccine should not get another dose.

+ Anyone who has a severe (life threatening) allergy to any part of this vaccine, including yeast,
should not get the vaccine. Tell your doctor if the person being vaccinated has any severe
allergies.



« If the person getting the vaccine is not feeling well, the doctor might suggest waiting until
they feel better. But they should come back.

Ask your doctor for more information.
Note: You might be asked to wait 4 weeks before donating blood after getting hepatitis B -

vaccine. This is because the screening test could mistake vaccine in the blood for hepatitis B
infection.

4. Risks of a vaceine reaction

With a vaccine, like any medicine, there is a chance of side effects. These are usually mild and
go away on their own.
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o Brief fainting spells can happen after any medical procedure, including vaccination. Sitting or

lying down for about 15 minutes can help prevent fainting, and injuries caused by a fall. Tell
your doctor if you feel dizzy, or have vision changes or ringing in the ears.

e Severe shoulder pain and temporary loss of range of motion in the arm where a shot was given
can happen, very rarely, after a vaccination.

e Severe allergic reactions from a vaccine are very rare, estimated at less than 1 in a million
doses. If one were to occur, it would be within a few minutes to a few hours after the
vaccination.

5. What if there is a serious problem?

What should I look for? _
» Look for anything that concerns you, such as signs of a severe allergic reaction, very high
fever, or behavior changes.




Signs of a severe allergic reaction can include hives, swelling of the face and throat, difficulty
breathing, a fast heartbeat, dizziness, and weakness. These would start a few minutes to a few
hours after the vaccination.

What should I do?
+ If you think it is a severe allergic reaction or other emergency that can’t wait, call 9-1-1 or get
the person to the nearest hospital. Otherwise, call your doctor.

+ Afterward, the reaction should be reported to the “Vaccine Adverse Event Reporting
System” (VAERS). Your doctor might file this report, or you can do it yourself throughthe
VAERS web site at www.vaers.hhs.gov, or by calling 1-800-822-7967.

VAERS is only for reporting reactions. They do not give medical advice.
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* Call your local or state health department.

* Contact the Centers for Disease Control and Prevention (CDC):
- Call 1-800-232-4636 (1-800-CDC-INFO)
- Visit CDC websites at or www.cdc.gov/vaccines

Vaccine Information Statement (Interim)
Hepatitis B Vaccine

(DATE)

42 U.S.C. § 300aa-26
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It’s Still Not Too Late to
Get Your Flu Vaccine

the fall to ward off the
i B flu, but somehow didn't

get around to it? Think it’s too

late to get vaccinated now?

Not so. According to the Food and
Drug Administration (FDA), vacci-
nations can be protective as long as
flu viruses are circulating. And while
seasonal flu outbreaks can happen as
early as October, flu activity usually
peaks inJanuary or February, and can
last well into May.

FDA plays a key role in ensuring
that safe and effective influenza vac
cines are available every flu season. In
fact, the task of producing a new vac-
cine for the next flu season starts well
before the current flu season ends.
For TDA, it’s a year-round initiative.

Why a new vaccine?
According to Marion Gruber, Ph.D,,
director of FDA's Office of Vaccine
Research and Review, there are sev-
eral reasons that new vaccines must
be manufactured each year.
“Influenza viruses can change from
year to year, due to different subtypes
and strains that circulate each year,”
says Gruber. A vaccine is needed
that includes virus strains that most
closely match those in circulation,
and the protection provided by the
previous year’s vaccine will dimin-
ish over time.

Identifying Likely Virus Strains
Each February, before that year’s flu

eant to get vaccinated in

season ends, FDA, the World Health
Organization (www.who.intfinfluenza/
enf), the Centers for Disease Control
and Prevention (CDC) and other
public health experts collaborate on
collecting and reviewing data from
around the world to identify the flu
viruses likely to cause the most ill-
nesses in the next flu season. Based
on that information and the recom-
mendations of an FDA advisory com-
mittee, the agency selects the virus

strains for FDA-licensed manufactur-
ers to include in their vaccines for use
in the United States.

“The closer the match between
the circulating strains causing dis-
ease and the virus strains in the vac-
cine, the better the protection against
influenza,” Gruber says.

In addition, FDA inspects the man-
ufacturing facilities on a regular
basis, and prepares and provides
reagents (necessary test components

1 / FDA Consumer Health Information / U.S. Food and Drug Administration
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“Influenza seasons and severity are often
unpredictable. Annual influenza vaccination
is the best way to prevent influenza among

people 6 months of age and older.”

to standardize vaccines) that vaccine
manufacturers need to make their
vaccine and to verify its identity and
strength. FDA also evaluates each
manufacturer’s vaccine each year
for approval purposes, conducts lot
release (that is, performs certain tests
and reviews the results of the manu-
facturers’ tests on each lot of vaccine
prior to distribution), and continues
to monitor the safety of the vaccines
once they are approved for use and
in distribution.

FDA and CDC scientists routinely
evaluate reports to the Vaccine Adverse
Event Reporting System (VAERS)
of health problems that may be
associated with a vaccine {www.fda.gov/
biologicsbloodvaccines/safetyavailability/
reportaproblemfvaccineadverseevents/
overview/default. htm).

FDA conducts yearly surveillance
for Guillain-Barre syndrome, a rate
neurological condition associated
with the 1976 flu vaccine, in
collaboration with the Centers for
Medicare and Medicaid Services. And
the agency is now testing influenza
surveillancein the new Mini-Sentinel
Post Licensure Rapid Immunization
Safety Monitoring [PRISM) system
{(www.mini-sentinel.org). If testing
proves successful, FDA will be able
to monitor rates of health problems
after influenza vaccination among
members of multiple health plans
that serve the general U.S, population.

CDC also monitors the safety of
annual influenza and other vaccines
through the Vaccine Safety Datalink
(VSD) (www.cdc.gov/vaccinesafety/
Activities/VSD.html) by almost real-
time observation of the health
of people who are vaccinated, in
collaboration with nine integrated
health care organizations.

Who's Most Affected So Far?

CDC tracks influenza activity year
round in the U.S. and typically chil-
dren and seniors are most at risk
for influenza, but occasionally a flu
virus will circulate that dispropoi-
tionately affects young and middle-
aged adults. So far, data reported by
CDC suggest that 2013-2014 could
be such a flu season.

CDC received an unusually high
number of reports of severe respira-
tory illness among young and middle-
aged adults in the last two months of
2013. Many of the cases were associ-
ated with the HIN1 strain of influ-
enza thataffected children and young
adults compared to older adults dur-
ing the 2009 influenza pandemic,
The 2009 H1N1 virus has circulated
each year since the pandemic. It is not
known if those most severely affected
received a vaccine, but this particular
strain is included in this year’s vac
cine and will help provide protection.

“Influenza seasons and severity are
often unpredictable. Annual influ-

enza vaccination is the best way to
prevent influenza among people 6
months of age and older,” says Gru-
ber. “However, taking such practical
measures as washing hands, covering
coughs and sneezes and stayinghome
when sick can also help to decrease
the spread and minimize the effects
of flu.”

In addition, while antiviral drugs
are not a substitute for vaccine, they
can help to treat influenza. Tami-
flu (oseltamivir phosphate) and
Relenza (zanamivir) are the two
FDA-approved influenza antiviral
drugs recommended by CDC for use
against recently circulating influenza
viruses. FoA '

2 / FDA Consumer Health Information / U.5. Food and Drug Administration
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Stanford researchers take a step toward developing a
'universal’ flu vaccine

Targeting the stem rather than the head of a critical protem is the challenging but
promising tactic of a new study

Every year the approach of flu season sets off a medical
guessing game with life or death consequences. There
are many different strains of flu and they vary from year
to year. So each season authorities must make an
educated guess and tell manufacturers which variants of
the fiu they should produce vaccines against.

Even when this system works, flu-related illnesses can
kitl 3,000 to 49,000 Americans annually, according to the
Centers for Disease Control and Prevention. A bad guess
or the unexpected emergence of a virulent strain could
send the death toll higher.

Eefl IMAGE: The flu virus changes
each year, Today's vaccines target
specific strains of flu prevalent in a

Against this backdrop Stanford researchers report
promising steps toward the creation of a universal flu

vaccine, one that could be produced more quickly and given year. This image shows the HA
offer broader protection than the virus-specific inoculants protein from three flu strains, The
available today. HA...

The researchers detail their work in the current edition of Click here for more information.

the Proceedings of the National Academy of Sciences.
The team was led by chemical and bioengineer James R.
Swartz, who is the James H. Clark Professor in the School of Engineering.

Their approach arises from a better understanding of the structure of a key protein on the
surface of the flu virus, and a new process for making vaccines based on that understanding.

A flu virus is made up of different proteins. Protruding from the surface of the virus are
hundreds of copies of a protein called Hemagglutinin (HA). Each copy of HA resembles a
mushroom, with a head and a stem. The head of HA helps determine the virulence of a given
strain of fiu.

Today's vaccines are based on inactivated viruses that contain the heads of HA proteins.
When a flu shot is injected into our blood stream, our immune system sees the HA head as a
target, and creates antibodies to fight what appears to be an infection.

Teaching the immune system to recognize a target is the essence of vaccination. If we are
exposed to the flu after getting vaccinated, our immune system is primed to recognize and
eradicate the invading virus before it can replicate sufficient copies to make us sick.

Swartz and his colleagues base their new vaccine approach on the understanding that,
whereas the head of the flu virus varies from year to year, the protein stem remains more
constant over time.

Theoretically, a vaccine based on the stem should be more broadly protective against
different strains of flu, and perhaps offer universal protection. Moreover, since the stem
remains relatively constant from year to year, once our immune systems produces antibodies
against that antigen, multi-season protection might be possible.

http://www.eurekalert.org/pub releases/2013-12/ssoe-srt121613.php 2/7/2014
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But this approach remains experimental and has not yet been tested on patients.

The Stanford paper focused on the first step in developing such a universal vaccine: creating
a protein stem fragment that could be injected into the blood.stream, in short, creating a
target, or antigen, to attract the attention of our immune system and trigger an effective
defense,

Yuan Lu, a postdoctoral scholar in Swartz's lab and member of the research team, outlined
the process detailed in the PNAS paper.

The researchers began with a section of DNA that contained the instructions for making the
protein structure for one important strain of flu, the H1N1 virus that caused the pandemic of
1918 and recurred in milder form in 2009,

The researchers started with the DNA sequence that defines the entire HA protein, both head
and stem.

They then subtracted the DNA coding for the head. Thus, their edited DNA strand only
contained the instructions for making the protein stem.

The Stanford team used a relatively new and experimental process to manufacture the viral
stem. This process is called cell free protein synthesis (CFPS).

To understand how CFPS works let's review how proteins are made in nature.

Inside all cells there are molecular machines called RNA polymerases and ribosomes. These
RNA polymerases and ribosomes "read" DNA to manufacture proteins based on the
instructions in the genetic code.

In cell free protein synthesis, scientists bust open bacterial cells to create a molecular goop
that contains a lot of these ribosomes. Scientists know how to transmit their DNA instructions
directly to these protein factories.

The advantage of CFPS is that it can produce proteins in a few hours versus a couple of weeks
or even a couple of months, which is how long it takes to make proteins for flu vaccines using
the practices that are approved for medical use today.

The Stanford researchers used this CFPS process to create and refine a viral protein stem that
would be useful as an experimental vaccine antigen.

To do this they had to solve two fundamental problems.

First, the CFPS process produced a single-strand protein, or monomer. But the HA stem is a
trimer, or three identical monomers braided together.

Second, their bioengineered antigen was not initially soluble. In other words, it could not be
made into a liquid vaccine form.

Remember that everything started with a DNA sequence. Making the antigen invelved feeding
a DNA sequence into the molecular goop containing RNA polymerases and ribosomes,
extracting the viral protein stems, and determining whether they had created soluble trimers
that had at least the potential to be injectable antigens.

- The researchers went though dozens of experiments to produce monomers that could fold
into soluble trimers. Proteins are made of smaller building blocks called amino acids.
Changing the structure of the protein stem therefore involved editing the DNA to change
specific amino acids, running these new instructions back through the ribosome factories,
extracting the finished product and testing the results.

It took dozens of tries over two years but eventually the researchers fed a DNA snippet into
the CFPS process and created a soluble viral stem protein that could be a good antigen. That
is what they report in the PNAS paper.

"This has been a tough process," Swartz said. "Many labs have been trying to develop an HA
stem vaccine and we're glad to have made these contributions.”

http://www.eurckalert.org/pub releases/2013-12/ssoe-srt121613.php 2/7/2014
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Many steps remain before the research community knows whether this viral stem approach
yields a better flu vaccine. Next, Swartz and his team will attach their stem protein to a virus-
like particle. The idea will be to create a bigger, better target with which to elicit an immune
system response.

Should that prove successful, the new vaccine candidate would have to undergo safety and
efficacy tests in animals, and eventually, large scale human clinical trials.

"Much is at stake. Recent estimates put the worldwide death toll from flu-related illnesses at
between 250,000 and 500,000 persons per year.

"This is an important project for world health," Swartz said, noting that the vaccine must not
only be broadly effective against different strains of flu but cheap to produce so that it can be
widely distributed. "These are big challenges but we are committed to the effort.”

#HE#

Media contact:
Tom Abate, Associate Director of Communications, Stanford Engineering
650-736-2245, tabate@stanford

[ Print | E-mail B Share ] [ Close Window ]

AAAS and EurekAlert! are not responsible for the accuracy of news releases posted to EurekAlert! by contributing
institutions or for the use of any information through the EurekAlert! system. i

HOME DISCLAIMER PRIVACY POLICY TERMS & CONDITIONS CONTACT US TOP
Copyright ©@2014 by AAAS, the science society.

http://www.curckalert.org/pub_releases/2013-12/ssoe-srt121613.php 2/7/2014




6.3




Study: Pharmacist intervention improves shingles vaccine rate Page 1 of 2

' dsnDRUG STORE NEWS

Glick to Print Email this | close

Study: Pharmacist intervention improves
shingles vaccine rate

By Michael Johnsen

COLUMBUS, Chio - A new study from researchers at Ohio State University is reporting
that older patients who receive written information on shingles were almost three times
more likely to get vaccinated than those that didn’t receive a similar communication. The
study is also one of the first to show that using a patient’s electronic medical record
coupled with pharmacist intervention markedly improves preventative care of shingles
over the current standard.

While people over the age of 60 account for more than half of all shingles cases, less than
15% get the vaccination that helps prevent the blistering skin rash, which can cause
lingering nerve pain, researchers noted.

The research team, led by Stuart Beatty, a pharmacist with Ohio State’s College of
Pharmacy, says that the low vaccination rate is due to a combination of factors including
lack of awareness, cost, access to clinics able to store the fragile vaccine and the fact that
face-to-face appointments don’t offer enough time to discuss shingles, also known as
herpes zoster.

“With older patients, there are usually more pressing health issues to discuss during
routine appointments, so herpes zoster falls off the list,” Beatty said. “Plus, as a live
vaccine, it's not appropriate for people with certain illnesses. There usually isn’t time to
figure all that out in a regular office visit.”

Neeraj Tayal, an Ohio State Wexner Medical Center general internist on the research
team, noted that while the numbers of patients vaccinated may seem small, the study was
conducted from 2010 to 2011, a time when the national vaccination average was actually
6%, far lower than today’s average of 15%. Tayal also suggested that despite the overall
low vaccination rate, the results challenge the notion that there are too many logistical
barriers to this type of effort.

“It took pharmacists a matter of minutes to review the chart and mail out a prescription.
This saved the physician time, the patient time, and improved the overall health of our
patients,” Tayal said. “By utilizing pharmacists as members of a care team, many
perceived logistical barriers were managed and overcome.”

http://drugstorenews.com/print/591601 ' 2/7/2014
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For the six-month study, which was supported by the Ohio State Center for Clinical and
Translational Science, Beatty and his team used electronic medical record data to identify
more than 2,500 patients over the age of 60 without a documented herpes zoster
vaccination. Some were randomized to receive information about shingles via a secure
email linked to their online personal health record or a mailed postcard, while others
received no information outside what they may have gotten in a routine doctor visit.

Pharmacists reviewed the EMRs of patients who had received emails or mailed
information to identify eligible vaccine candidates, and then sent them a vaccination
prescription via standard mail, along with a list of local pharmacies that offered the
vaccine. Vaccine fulfillment was tracked by reports submitted to the team by local
pharmacists.

Patients with an active PHR that received email information on shingles had the highest
vaccination rate of 13.2% compared to a rate of 5% for patients with an active PHR that
did not receive the email information. For patients that did not have an active PHR but did
receive mailed information, the vaccination rate was 5.2% compared to a rate of 1.8% for
patients without an active PHR and received no information.

The study was published in The American Journal of Medicine.

Source URL: http://drugstorenews.com/article/study-pharmacist-intervention-improves-shingles-vaccine-

rate
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“To raise new questions, new possibilities, to regard
old problems from a new angle, requires creative
imagination and marks real advance in science.”

- Albert Einstein
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Executive Summary

The 20% century could be considered the century of vaccines. The life spans of Americans
increased by more than thirty years in large part because of vaccines, and mortality from infectious
diseases in the United States decreased 14-fold.*? Death or disability from many once-commaon
diseases is now rare in the U.S. A child born in the U.S. today can now be protected against 17
serious diseases and conditions through immunization, The widespread use of vaccines has
helped to eradicate smallpox wotldwide and eliminate polio, measles and rubella in the LS.
Globally, vaccination saves 2 ta 3 milfion lives per year.?

Vaccines have the unique quality of protecting both individuals and communities. However, they'
have been so effective for many years in preventing and eliminating a number of serious infectious
diseases that the significant contributions that vaccines make to our society.and its health may
have faded from public consciousnass. Before the development and widespread use of safe and
effective vaccines, infectious diseases threatened the lives of millions of children and adults in this
country and abroad. What were once referred to as the common diseases of childhood are now
vaccine-preventable diseases (VPDs). In the US, children are no longer crippled cases by polio nor
killed by infections such as diphtheria or Haemophilus influenzae type B {Hib). Vaccines also help
prevent cancers caused by human papillomavirus {HPV} and hepatitis B virus (HBV).

The 2010 National Vaccine Plan provides a vision for the U.S. vaccine and immunization enterprise
for the next decade. The Plan articulates a comprehensive strategy to enhance all aspects of
vaccines and vaccination including: research and development, supply, financing, distribution,
safety, informed decision making by consumers and health care providers, VPD surveillance,
vaccine effectiveness and use monitoring, and global cooperation. The actions contained in the
strategies of the Plan are conditional and are subject to the availability of resources.

The scope of the Plan is broad and addresses vaccines and key vaccine-related issues for the U5,
and its global partners. t provides a strategic approach for preventing infectious diseases and
improving the public’s health through vaccination for the coming decade. Although vaccines are
being developed to treat diseases and conditions {therapeutic vaccines) and for non-infectious
diseases, the focus of this Plan is on vaccines for the prevention of infectious diseases as guided by
the law that established the National Vaccine Program (NVF).¢

2. American Academy of Pediatrics. Prelogue. In: Pickering LK, ed. Red Book; 2009 Report of the Committee on
Infectious Diseases, 28th ed, Elk Grove Village, iL: American Academy of Pediatrics; 2009:1-2,

3. World Health Organization and United Nations Children's Fund. Global Immunization Vision and Strategy, 2006~
2015. Geneva, Switzerland: World Health Organization and United Nations Children’s Fund; 2005.
Available at wwwwhao.int/vacdnes/GIVS/english/GIVS_Final_170ct05.pdf.

4. Public Law {PL) 99-660 established the MNational Vaccine Program, and required the National Vaccine Program to
focus on prevention of infectious diseases and adverse reactions to vaccines,
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The Plan has five broad goals:

Goal 1:
Develop new and improved vaccines.

Goal 2:
Enhance the vaccine safety system.

Goal 3:
Suppart communications to enhance informed vaccine decision-making.

Goal 4;

Ensure a stable supply of, access to, and better use of recommended vaccines in the United States.

Goal 5:
Increase global prevention of death and disease through safe and effective vaccination.

Existing national and global vaccine-related initiatives, such as improvements in regulatory
science, the development of medical countermeasures for emergencies, and giobal health
partnerships are embedded within the Plan. Strategies of this Plan will also be coordinated with
those developed through other federal efforts. One example is the National Prevention, Health
Promation and Public Health Council, established in the 2010 Affordable Care Act (ACA). The
Council will coordinate federal prevention, wellness, and public health activities, and develop a
national strategy ta improve the nation’s health.

In conjunction with other federal efforts like the National Prevention and Health Promotion
Strategy, Healthy People {(HP) 2020, and the Public Health Emergency Medical Countermeasures
Enterprise Review, the 2010 National Vaccine Plan provides the strategic guidance to build a
stronger preventive health system. It will help bridge disparities in use of, and access to vaccines,
and will provide innovative strategies ta guide the nation’s vaccine enterprise across the next
decade and beyand.
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Purpose and Background

The purpase of the 2010 National Vaccine Plan is to provide strategic direction for the cocrdination
of the vaccine and immunization enterprise for the NVP, The Program’s goals are to prevent
infectious diseases and their sequelae and reduce adverse reactions to vaccines in the US, The
Plan will achieve this through coordinated implementation of a strategic vision implemented by
vaccne and immunization stakeholders across and outside of the federal government.

Background _

Federal involvement in vaccination programs targeting civilian and military populations has a rich
history that includes research and development, assuring safety and effectiveness, supporting
delivery, and developing mechanisms for reporting adverse events following immunization.
Recognizing the need for increased coordination of these activities, the NVP was established by
Congress in 1986.%9 Congress called for the development of a National Vaccine Plan to guide
activities in pursuit of program goals. The initial Plan, completed in 1994, defined activities to
achieve the program’s mission through coordinated action by federal agencies, state and local
governments, and private sector partners including manufacturers and health care providers.

The nation’s vaccine enterprise has made considerable progress since the first National Vaccine
Plan. Through routine vaccination, a child born today can be protected against 17 diseases and
conditions while one born in 1995 could be protected against only nine. Growing scientific
knowledge coupled with advances in biotechnology provides possibilities for new and improved
vaccines. Many of the finandial barriers that once limited widespread use of vaccines have been
overcome, A myriad of enhanced tools are available for communicating accurate information
about vaccines and for ensuring that vaccines are safe and effective. A broad range of public and
private stakeholders have become essential to the vaccine enterprise.

Ironically, the public health victory withessed from the use of vaccines has created a public health
challenge:; because vaccines have reduced the impact and awareness of many infectious diseases,
some have begun to question the value and need for vaccines. In addition, the long-term effects
{e.g., cancer) of some VPDs (e.g., HBY and HPV) may not be visible to the public, thus diminishing
the perceived value of vaccination. Thus, this Plan comes at a critical time for this nation and

its health as it engages on these issues and as there is an increased focus on the importance of
preventive health for the U.S, and its citizens.

5. PL.89-660
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Mission, Perspective, and Scope
The 2010 National Vaccine Plan provides a strategic approach for preventing infectious diseases
and improving the public’s health through vaccination.

The scope of the Plan is broad, including vaccines and vaccine-related issues for the LS. and
global communities. As guided by the statute that established the NVP, the focus for this Plan

is prevention of infectious diseases and adverse reactions to vaccines.? The Plan incorporates
current initiatives, such as the long recognized need to develop vaccines against human
immunodeficiency virus/acquired immune deficiency syndrome (HIV/AIDS), tuberculosis (TB),
and malaria, and programs to enhance medical countermeasures, regulatory science, and vaccine
production. A ten-year horizon was set for the Plan to align with HP 2020 goals (see Appendix 1
for more details™).

2010 National Vaccine Plan Structure

The 2010 National Vaccine Plan provides a comprehensive approach to reduce infectious diseases
and their sequelae and reduce adverse reactions to vaccines through coordinated efforts of
federal, state, focal, multinaticnal and non-governmental stakehclders. Recognizing that successis
facilitated by careful planning that includes defining specific activities, milestones and measurable
outcomes, an implementation plan will be developed based on this plan and released in 2011,
With a ten-year horizon, this framework recognizes and anticipates that emerging science, new
opportunities, and changing circumstances will guide the course of the Plan, Annual monitoring
of progress and a mid-course review will promote bath accountability and flexibility.

The Flan is built around five broad goals:

Goal 1:
Develop new and improved vaccines.

Goal 2:
Enhance the vacdine safety system.

Goal 3:
Support communications to enhance informed vaccine decision-making.

Goal 4:
Ensure a stable supply of, access to, and better use of recommended vaccines in the United States.

Goal 5:.
Increase global prevention of death and disease through safe and effective vaccination,

Each goal is supported by objectives that wilt be pursued through a defined set of strategies.
Reaching goals and objectives generally requires action by many stakeholders in the vaccine and
immunization enterprise. The Implementation Plan, to be written during 2011, will describe the
action steps and measurable indicators for key Plan objectives and strategies.

6. PL.99-660

7. Please note that the Appendices can be found on the National Vaccine Plan website at www.hhs.gov/nvpo/vace
plan/index. As the Plan is a “tiving document;'the Appendices will be updated on an ongoing basis.
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Progress Since the 1994 Plan

The 2010 National Vaccine Plan builds on the many achievements of the vaccine and
immunization enterprise prior to and since the establishment of the NVP in 1986 and the
completion of the first National Vaccine Flan in 1994, New vaccines have been licensed to expand
the number of infections that can be prevented, and more effectively and safely prevent some
diseases for which earlier generation vaccines already existed. In addition, federal immunization
financing programs have reduced or eliminated many financial barriers to vaccination, particularly
for children. The number of infections caused by VPDs has decreased significantly while
vaccination coverage in the US. has increased, and coverage for many vaccines has reached
record levels. More robust systems have been developed to identify adverse events following
immunization and to assess potential associations of those events with vaccination. Glabally,

the US. has worked with multilateral and bilateral partners and non-governmental organizations
{NGOs) in contributing to improvements in child health status and the prevention of hundreds of -
thousands of child deaths each year through improved vacdne coverage and introduction of new
vaccines. Of the fourteen anticipated outcomes included in the 1994 National Vaccine Plan, most
were substantially or fully achieved (see Appendix 2).

Unfortunately, many of the challenges that stimulated establishment of the NVP and the
development of the 1994 National Vaccine Plan remain relevant today. Vaccine shortages and
interruptions have occurred for many routinely recommended vaccines. Despite improved
vaccination coverage among children, recent VPD outbreaks in the US, serve as reminders that
these diseases still occur. Amaong older adults both vaccination coverage and the effectiveness of
some routinely recommended vaccines remain sub-optimal. Cisparities exist in adult vaccination
rates between racial and ethnic groups. As the cost of vaccination has increased, financial barriers
to vaccination have emerged for health departments, health care providers, and the public.
Significant scientific challenges remain in the development of safe and effective vaccines against
existing global health threats, such as HIV, TB and malaria. Vaccines that have been developed
and are in use in industrialized countries have the potential to make major contributions to health
in developing countries, but are currently underused in many places. Additionally, emerging
infections and the persistent threat of natural and intentional infectious disease pose new
challenges for vaccine development and regulation, manufacturing, vaccine delivery and access in
the US. and abroad.

USS, Immunization Framework

Disease prevention and enhanced vaccine safety are ultimate outcomes of a successful
vaccination program. ldentifying objectives and strategies that lead to and sustain these
outcomes is facilitated by understanding the many processes or determinants of these outcomes.

To protect individuals and communities from VPDs, vaccines must be administered to the public.
Vaccination begins with the identification of public health priorities, which are informed by disease
surveillance data and information on the public health burdén of the diseases that vaccines can
effectively and safely prevent, Vaccine research and licensure follows. After the licensure of a
vaccine and the Advisory Commiittee en Immunization Practices {ACIP) and medical organizations’
recommendation for its use, a vaccine muist be distributed, stored, and handled appropriately.
Vaccine payment and reimbursement policies are important for ensuring receipt and use of the
vaccine. Communications and public and provider outreach help support informed decision-
making about vaccination. Attitudes, vaccination coverage and the effectiveness of disease
prevention also are influenced by issues related to vaccine safety and effectiveness.
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Development of the 2010 National Vaccine Plan

The 2010 National Vaccine Plan, under the coordination of the U.S, Department of Health and
"Human Services (HHS) National Vaccine Program Office (NVPO), is the preduct of deliberation,
analysis, and input from multiple federal agencies, and it incorporates broad public and
stakeholder input. NVPQ is the principal coordinating office for the NVP and is responsible for
providing leadership, fadilitating coordination, and monitoring pregress of the 2010 National
Vaccine Plan during implementation.

Relevant federal government agencies (see Appendix 3) identified key objectives and strategies as
pathways to success for each of the five goals. NVPO consulted with the National Vaccine Advisory
Committee (NVAC), federal agencies, domestic and international stakeholders, and the public
reqularly about the development of the Plan. A national stakeholder meeting was convened to
discuss the first draft of the Plan. in addition to the national stakeholder meeting, NVPO obtained
input through several mechanisms:

. Comments gathered by an Institute of Medicine (OM) committee® at five public meetings
that focused on the different goals in the Plan;

- The-lOM committee’s final report;®@
< Input from federal vaccine advisory committee members;
- Meetings with domestic and international stakeholders; and

«Input from the public in three public meetings and through public comment in response to a
notice in the Federal Register.

Additional information about the development of the National Vaccine Plan is available at
www.hhs.gownvpo/vacc_plan/index.

Coordination with Other Federal Initiatives

The 2010 National Vaccine Plan will support relevant strategic health priorities and key interagency
collaborations for the nation issued by the Secretary of HHS, which include the following: to
promate early childhood health and development, to accelerate the process of scientific discovery
to improve patient care, and to improve global health."® Global health plays an important role in
the national security of the U.5. population and populations worldwide, and as such the Plan is of
import to all agencies involved in global health activities, including the Department of State and
the US. Agency for International Development (USAID). US. involvement in global vaccine issues
can reduce worldwide transmission of VPDs, strengthen health systems, and foster bilateral and
international partnerships.

In addition, the 2010 National Vaccine Plan has direct relevance to the goals of the ACA, the
comprehensive health care reform law enacted in March 2010, which expands access to
preventive care, including vaccines, by requiring health plans tc cover preventive services without
charging a deductible, copayment, or coinsurance. Individuals enrolled in these new group

or individual health plans will have access to the vaccines recommended by the ACIP prior to

8. HHS requested the formation of an \0M committee specifically to gather public input and provide
recommendations on priorities for the 2010 National Vaccine Plan,

9. Available at www.iom.edu/Reports/2009/Priarities-for-the-National-Vaccine-Plan,

10. US. Department of Health and Human Services. Secretary’s Strategic Initiatives & Key Inter-Agency Collaborations.
Available at www.hhs.gov/secretary/about/pricrities,
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September 2009 with no co-payments or other cost-sharing requirements when those services are
delivered by an in-network provider. These new health plans will be required to cover new ACIP
recommendations made after September 2000 without cost-sharing in the next plan year that
occurs one year after the date of the recommendation. In addition to expanding access to
immunization under the preventive services rules, the ACA includes the following immunization-
related provisions:

« Provides authority to states to purchase adult vaccines with state funds from federally-
negotiated contracts.

- Reautharizes the Section 317 Immunization Grant Program, which makes available federally
purchased vaccines and grants to all 50 states, the District of Columbia, five large urban areas,
and territories and protectorates to provide immunization services to priority populations.

+ Réquires a General Accountability Office study and report to Congress about Medicare
beneficiary access to recommended vaccines under the Medicare Part D benefit.

Mare information about the new preventive services requirements can be found at:
www healthcare.gov/center/requlations/prevention/recommendations.

Strategies identified in the Plan will be coordinated with those in the National Health Security
Strategy, the Giobal Health Initiative (GHI), the National Strategy for Pandemic Influenza, and other
national strategic plans that relate to immunization and vaccines. In particular, this work will be
coordinated with the National Prevention, Health Promotion and Public Health Council’s priorities,
which will integrate federal prevention, weflness, and public health activities, and develop the
National Prevention and Health Promation Strategy to improve the naticn’s health. All of these
efforts will complernent the National Strategy for Quality Im provement in Health Care, also
described in the ACA.

The Plan aligns with quality of care improvement initiatives under the Children’s Health Insurance
Program Reauthorization Act and complements the Centers for Medicare and Medicaid {CMS)'s
work to improve access to and measurement of mandatory health care services delivered children
enrolled in Medicaid through the Early and Periodic Screening, Diagnostic, and Treatment Prograim.
The Plan also supports the GHI, which focuses on improving the health of women, newborns,

and children worldwide through strengthened health systerns and through coordinated, results-
otiented, country-led approaches. Additionally, the Plan complements other initiatives inctuding
the U.S. President’s Emergency Plan For AIDS Relief, which assists countries in strengthening their
health systems and providing comprehensive prevention, care, and treatment to combat the
global epidemic of HV/AIDS and diplomatic efforts to build giobal partnerships in preparation

for pandemic influenza and other pandeimic diseases. For a full list of relevant plans please see
Appendix 4.

Understanding the extensive scope of the vaccine and immunization enterprise, the Plan also
encompasses relevant strategic visions within other federal agencies. These include the HP 2020
objectives as well as the full spectrum of strategies articulated in the effort to develop medical
countermeasures against bioterrorist threats, the threat of pandemics, and new and emerging
infectious disease threats.t'"

11. For example, see BARDA strategic plan at www.hhs.gov/aspr/barda/phemce/enterprise/strategy/index,
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Implementation Opportunities and Challenges

Many factors may affect achievement of the 2010 National Vaccine Plan. Opportunities may
emerge that facilitate rapid progress and achievement af abjectives sooner than anticipated.
Scientific, technological, health care financing, or communications advances also could emerge,
enabling rapid achievement of the vision laid forth by the Plan, superseding its objectives and
goals. Conversely, existing challenges and barriers may be more difficult to overcome than
anticipated and new challenges may surface.

The 2010 National Vaccine Plan will rely on sound science and includes measurable goals,
timelines, and accountability measures for the elements that have been identified as highest
priority as noted in Table 1. These priorities take into account the suggestions of the IOM, the
NVAC, and the agendies involved in devetoping, implementing and evaluating the 2010 National
Vaccine Plan. These priorities also provide strategic action steps to ensure that the nation has a
robust immunization program; they are nat however intended to be a comprehensive list of all
activities related to vaccines and immunizations. The actions desaibed in the Plan are conditional,
serve as a guideline for future development, and are subject to the availahility of resources.

Indicators for tracking progress in meeting each of these pricrities are under development and will
be included in an Implementation Plan to be released in 2011. These indicators wili represent the
federal government’s plan for measuring progress toward meeting the Plan’s goals and include
immediate, short-term, and longer-term actions. In 2011, NVPO will consult with federal agencies
to implement these priorities and develop indicators for 2012 and beyond and update them

as necessary. Additionally, as federal agencies begin to implement the Plan and as discussions
continue with stakeholders, new indicators may also be developed.

Implementing the 2010 National Vaccine Plan does not fall to the federal government alone. The
success of this plan will require states, tribal and local governments, components of the health care
delivery system, communities and other stakeholders to work together to ensure a coordinated
and comprehensive immunization program. See Appendix 5 for a list of immunization
stakeholders, The pricrities and the Plan are intended to serve as a catalyst for all stakeholders to
develop their own implementation-plans for achieving the goals of the 2010 National Vaccine Plan.
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Table 1:

National Vaccine Plan Priorities for Implementation

- Developa cata!ogue of pnoniy vaccme targets of do
healthr|mportance (Goal 1). o

Enhance timely detection and verification of vaccme sa_ety mgnals and develop
'vaccme safety scientific agenda (GOaI 2),

C. 7
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(Goal 1:

Develop new and improved vaccines

Introduction

The greatest and mast rapid changes in health occurred during the last certury, primarily
attributed to a higher standard of living, improved public health measures, and the application of
science-based medicine. In addition to clean water, sanitation, and the use of antibiotics, vaccines
are an essential part of these public health achievements. Vaccine research and development as
well as the implementation of effective vaccine delivery programs has ied to the eradication and
elimination of several once-common serious infectious diseases.

Discovery begins with the recognition of an infectious disease burden and the opportunity to
prevent it through immunization. Basic scientific research brings ideas forward into the product
development pathway toward the ultimate goal of translating these ideas into safe and effective
medical products. Safety and efficacy testing are conducted at every step of this product
development pathway. Both basic and targeted research is the basis for the development of
vaccine candidates and new vaccine platforms that offer greater flexibility in vaccine development
and production. New tools, such as efficient antigen identification technigues, coupled with

a profoundly greater understanding of the immune response are available to define basic
mechanisms of disease to support design and development of novel and improved vaccines.
Determining “proof of concept”regarding immunogenicity and safety follows - initially in pre-
clinical studies in animals and then in humans to further evaluate safety and efficacy. Finally,
researchers conduct scientific characterization of the vaccine and the process for producing it,
including scaling the manufacturing process to commercial levels before vaccines are moved into
human testing.

Vaccines are developed through public-private partnerships — including researchers, government,
manufacturers, purchasers, and policy-makers - who have been successful at bringing new
vaccines to licensure for broad use, These partnerships are central to the success of vaccine
innovations. Through targeted investments in science and technology, such partnerships have

led to the development of hundreds of vaccine candidates at various stages of maturity in the
development pipeline. The Global HIV Enterprise is an example of unprecedented cotlaboration
among organizations worldwide, including the National Institutes of Health (NIH), the International
AIDS Vaccine Inftiative, USAID, the Bill and Melinda Gates Foundation, and many others working
together to accelerate the development of a preventive HIV vaccine.

Because vaccine development is time- and resource-intensive, establishing and understanding
priorities for development and encouraging collaboration between stakeholders is essential

in addressing the challenges of developing new and improved vaccines. Fostering continued
investment from all sectors is critical as technological approaches and disease threats expand amid
increasing costs to develop, license, and deliver vaccines.

The aim of Goal 1 is to develop new and improved vaccines and to address the upstream research
and development aspects of vaccines for domestic and global health priorities. The research
needs of ather aspects of the vaccine enterprise (e.4, program implementation, distribution
logistics, communication) are included within other goals in the Plan.
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Objectives

Objective 1.1
Priaritize new vaccine targets of domestic and global public health importance.

Strategies:

1.1.1

Develop and implement a process for prioritizing and evaluating new vaccine targets of domestic
and global public health impaortance. This catalogue of vaccine targets {including improved
vaccines) should include an analysis of barriers to development,

1.1.2
Conduct and improve disease surveillance of existing pathogens and optimize metheods to detect
new pathogens to continuously inform the priorities for potential new vaccines.

Objective 1.2
Support research to develop and manufacture new vaccine candidates and improve current
vaccines to prevent infectious diseases.

Strategies:
1.2.1

Conduct and support expanded vaccine research to meet medical and public health
needs. Establish surveillance systems or studies to better assess disease burden in specific
target populations including neanates, infants, children, older adults, pregnant women,
immunocompromised individuals, and other at-risk individuals.

1.2.2

Advance research and development toward new and/or improved vaccines that prevent
infectious diseases and their sequelae, including those that protect against emerging, re-
emerging, and impartant biodefense-related pathogens.

1.2.3
Advance the science of neonatal and matearnal immunity including immunization and the
development of immunological models 1o study maternal immunization and effects on offspring.

1.2.4

Develop a process that identifies current vaccines that would benefit from improved performance
characteristics (e.q, effectiveness, safety, number of doses, stability, and/or vaccine administration
characteristics) that can be used in the evaluation and licensure process,

1.2.5

Develop new approaches to vaccine manufacturing {e.g,, rapid, flexible, and cost-effective) to
meet demands for efficient, expandable vaccine production capacity while also meeting needs
related to other public health emergency threats such as internaticnal emerging diseases.
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Objective 1.3
Support research on novel and improved vaccine delivery methods.

Strategies:
1.3.1

Develop and evaluate new and improved alternate delivery methods of vaccine administration to
optimize the protective immune response, safety, effectiveness, and/or efficiency {e.g, number of
doses), '

1.3.2
Expand knowledge regarding the induction and maintenance of vaccine immune responses via
different routes of administration (e.qg., mucosal surfaces).

Objective 1.4
- Increase understanding of the host immune system.

Strategies

1.4.1

Define the capacity and quality of innate and adaptive human immune response to infections
amongq diverse gender, ethnic, racial, age {childhood, adolescence, and adulthood), and health
condition status (e.g, autoimmune compromised individuals) populations in order to advance the
understanding of immune protection.

1.4.2
Gain a better understanding of how induction and recall of immune memory may inform the
development of vacdines that provide life-long protection.

1.4.3

Support development of immunomodulators including vaccine adjuvants that facilitate the
appropriate cell-mediated and antibody responses for protection against pathogens with distinct
effector requirements. ‘

1.4.4
Fxpand knowledge of host-related factors that impact severity of disease and vaccine-induced
host immune response, and use this information to inform vaccine development,

1.4.5

Develop a database of gene-expression and immunologic responses to selected currently licensed
" vaccines with a focus on signals that correlate with mechanism of action, protectien, safety, and
adverse events, Utilize this compendium 1o inform development of new candidate vaccines and
adjuvants. '

1.4.6

Study mucosal immunity following vaccination in order to better understand vaccine mechanisms
and to provide new, potentially more relevant, correlates of protection against respiratory, entetic,
genital, and urinary pathogens.
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Objective 1.5
Suppart product development, evaluation, and production techniques of vaccine candidates and
the scientific tools needed for their evaluation,

Strategies
1.5.1

Support applied research to develop rapid and cost-efficient production, and optimize
formulations and stability profites of currently available vaccines.

1.5.2

Supportresearch on and development af more flexible and agile approaches to product
development, manufacturing production techniques including multi-use technologies such as
platforms, and quality testing procedures {e.q., potency and safety testing).

1.5.3
Improve access to pilot fot manufacturing facilities that produce clinical grade material for
evaluating promising vaccine candidates.

1.5.4
Support translational research that accelerates the development of information that can be used
in the evaluation and licensure process.

1.5.5
Establish and strengthen public and private partnerships to address urgent needs in vaccine
research and development.

Objective 1.6
Improve the tools, standards, and approaches to assess the safety, eficacy, and quality of vaccines,

Strategies
1.6.1

Improve assay development for characterization of novel cell substrates.

1.6.2
lmprove efforts to develop, refine, and validate new biomarkers and correlates of immunity.

1.6.3
Develop and improve methods to better assess vaccine efficacy and safety including assessment
of new technologies and development of better animal models.

1.6.4
Improve methods for assessing and evaluating vaccine quality, potency, safety, and effectiveness,
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Goal 2:

Enhance the vaccine safety system

Introduction

The US. has a robust vaccine safety system. The goal of this system is to identify in a timely
manner and minimize the eccurrence of adverse events from vaccines, Past successes and
challenges offer insights into areas where the existing vaccine safety system can be enhanced.
Advances in information technology enhance the ability to conduct active surveiliance.
Improvements in understanding of immunology and genomics create opportunities to better
comprehend the immune response and biological mechanisms important for understanding the
safety of vaccines.

Vaccine safety is a key element of any immunization program. The vision of Goal 2 is to specifically
address safety-related issues, strengthen the system that monitors the safety of vaccines
throughout production and use, and advance the safety profile of vaccines."? Specifically, this
goal aims to prevent adverse events and fully characterize the safety profile of vaccines in a timely
manner.

Vaccine safety science is often challenging because it may require studying very rare outcomes.
However, tools have been developed that help detect and quantify exceedingly rare averits.
Importantly, a vaccine safety monitoring system should have the capacity to distinguish

a potential increased risk of a vaccine adverse reaction from an adverse event following
immunization!™ that is occurring because of other diseases or exposures. Every day, pecple

suffer from heart attacks, severe headaches and ather health problems and some of these will
naturally coincide with vaccination. Moreover, as the ability of epidemiclogy to rule out a very rare
event is difficult, new technologies and multi-disciplinary research can help elucidate biological
mechanisms and subpopulations at increased risk for adverse events and help address these
scientific challenges. '

Several important vaccine safety issues are addressed in other goals of the 2010 National Vaccine
Plan. For example, Goal 1 addresses.vaccine research and development that includes the
importance of safety assessments in pre-clinical and clinical vaccine evaluation. Issues related to
education, risk communications, behavioral science research, and stakeholder engagement on
vaccine safety are included in Goal 3. Because vaccine safety is an important component of every
immunization program, whether in the US. or globally, it is also featured in Goals 4 and 5.

12. Throughout Goal 2, the following terms are frequently used: “signal”and *vaccine adverse reacticn.” These terms as
are defined as:

Signal: While there are multiple definitions of signals, in this document a signal refers to a concern that a vaccine
adverse event could be temporaily occurring more often than anticipated based on chance alone {ie, that the
event could be related to the receipt of the vaccine). A signal is not proof of causation; rather it represents the need
for further evaluation. Signals may arise from a variety of sources, inciuding from pre-licensure clinical trials, case
series, surveillance, clinical experience, the literature, expert committee reviews, the media and/or the public.

Vaccine adverse reaction is an adverse event caused by a vaccine. Vaccine adverse reactions are defined as minor,
such as a sore arm of fow grade fever, of can be maore severe such as anaphylaxis. Vaccine adverse reactions are
dichotomized as local {e.q., sore arm, swelling at site of injection) or systemic {e.g, fever, irritability).

13. Adverse event following immunization (AEF|) s an adverse event temporally associated with an immunization that
may or may not be causally related to the immunization. The term *vaccine adverse event”is also commonly used to
convey the same meaning.
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Objectives

Objective 2.1 :
Ensure a robust vaccine safety scientific system that focuses on high priority areas.

Strategies:
211

Develop, prioritize, and regularly update a national vaccine safety scientific agenda.

2.1.2
Retain current and recruit additional highly trained vaccine safety scientists and clinicians.

213
Improve lahoratory, epidemiclogical, and statistical methods used in vaccine safety research.

Objective 2.2

Facilitate the timely integration of advances in manufacturing sciences and regulatory
approaches relevant to manufactuting, inspection, and oversight to enhance preduct quality
and patient safety.

Strategies:
2.2.1

Facilitate the enhancement of vaccine manufacturing sciences and quality systems, including
production technologies, in-process controls and testing, and identification of best practicesin
preventive guality systems and oversight,

222
Develop, implement, and periodically reassess risk-based scientific approaches to identify
inspectional priorities and best practices,

223
Develop new scientific methods for both industry and the Food and Drug Administration (FDA)
for product quality testing.

224

Assure that regulations, guidance documents, policies, and procedures that are relevant to
vaccine manufacturing, laboratory testing, and quality control incorporate the mast current
relevant scientific information to promote and enhance product safety.

Objective 2.3
Enhance timely detection and verification of vaccine safety 5|gna|5

Strategies
2.3.1

Improve the effectiveness and timeliness of signal identification and assessment through
coordinated use of passive and active surveillance systems, and from providers and the public,

23,2
[mprove the process for assessing ARFl signals to determine which signals should be evaluated
further in epidemiological and clinical studies.
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Objective 2.4 :

Improve timeliness of the evaluation of vaccine safety signals, especially when 1} a high-priarity
new vaccine safety concern emerges or 2) when a new vaccine is recommended, vaccination
recommendations are expanded, or during public health emergencies such as in an influenza
pandemic or other mass vaccination campaign.

Strategies
2.4.1

Expand collaboration with clinical, laboratory, genetic, statistical, and bioinformatics experts to
conduct clinical research studies to investigate the role of host genetics in AEFIs.

2.4.2

Increase the size, representativeness, and utility of the population under active surveillance for
serious AFFIs that can be included in timely, high quality, rigorously conducted epidemiological
studies to assess vaccine safety questions.

Objective 2.5
Improve causality assessments of vaccines and related AEFls.

Strateagies

2.5.1

Build upon new scientific developments in areas such as genetics, systems biology and
bioinformatics, and immunoclogy to develop and validate tools which aid in (or enable} the
identification of individual risk factors for AEFls for which a causal relationship has been
established.

2.5.2
Assess the evidence for a causal relationship between certain vaccines and specific clinically
important AFFls and, as the need arises, conduct an independent review of available evidence.

Objective 2.6
Improve scientific knowledge about why and among whom vaccine adverse reactions occur.

Strategies

2,6.1

Identify host risk factors that may be associated with increased risk for specific vaccine adverse
reactions through basic, clinical, or epidemiological research.

2.6.2
|dentify the biclogical mechanism({s) for vaccine adverse reactions.

263

Assess whether the risk of specific AEFIs is increased in specific populations such as pregnant
women, premature infants, older adults, those with immunocompromising or other medical
conditions, based on gender or race/ethnicity, or other at-risk individuals.

2.6.4

Develop a robust system to enhance collection of medical histories and biological specimens
from selected persons experiencing serious AEFls to enhance study of biological mechanisms and
individual risk factors.
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Objective 2.7
Improve chnical practice to prevent, identify and manage vaccine adverse reactions.

Strategies
2.7.1

Improve training, availability of, and access to vaccine safety dinical and communication experts to
provide consultation to heatth care providers and public health practitionets.

2.7.2

Develop and disseminate evidence-hased guidelines for vaccination or revaccination, as
appropriate, espedially for persons who may be at increased risk for vaccine adverse events. Use
this information to clarify contraindications and precautions to vaccination.

Objective 2.8
Enhance collaboration of vaccine safety activities.

Strategies
2.8.1

Improve collaboration, such as data sharing arrangements, across federal agencies, departments,
and with non-federal partners.

2.8.2

Improve information and data sharing with international partners {e.q., national vaccine safety
programs) consistent with ethical and human subjects protections and applicable law, including
confidentiality protections.

2.83

Develop additional standard case definitions for AEFls for use in immunization safety surveillance
and research, vaccine safety standards such as concept definitions, standardized abbreviations,
and standardized study designs.

Department of Health & Human Services | The 2010 National Vaccine Plan




Goal 3:

Support communications to enhance informed vaccine decision-making

Introduction

HHS is committed to providing accurate, timely, transparent, complete, and audience-appropriate
information about immunizations and vaccnes. This information is designed for parents making
vaccination decisions for their children (birch through age 18); adults considering vaccines for
themselves; public health partners; providers; policy-makers and others.

Communication tools and channels used to disserninate immunization and vaccine information
span a broad spectrum: publication of evidence-based recommendations; use of mass media

and new media; provider education and training; and support of partner organizations and state
immunization programs thraugh provision of resources, trainings, updates, and announcements.

Current communication efforts are informed by research as well as the principles of effective

risk cornmunication, social marketing, and social mobilization. Research should be enhanced to
better understand the nature of informed decisian-making and the elerments that support such
decisions. Improved communications research can facilitate development of more targeted
messages and methods for clearly and effectively communicating about the benefits and risks of
vacdines, and to address information needs unigue to various audiences. The combined efforts of
communication scientists, health services researchers, and others can enhance the development
and implementation of long-term, sustainable plans for gathering relizble real-time data about
facilitators of and barriers to vaccine acceptance, translating those data nto practical solutions.
This research also enhances efforts to promate the adoption of vacdne recommendations ta
prevent disease and improve the public’s health.

The 2010 National Vaccine Plan recognizes the importance of communication activities that are
strategic, science-based, transparent, and culturally appropriate. Communication strategies should
reflect the health literacy level and English proficiency of specific target population groups, as well
as considerations of the accessibility of information to individuals with hearing, visual, cognitive, or
other limitations. Related to these goals are the roles and responsibilities of varlous stakeholders
engaged in vaccine communications and education. Policy-makers, such as federal, state,

and locat legislators; health departments; employers; third-party payors and others, are critical
stakeholders in the vaccine enterprise. Collaborating with public health decision makers across
the health sector is critical to realizing the full vision of the plan. Health care providers, advocacy
groups, the public health community, and community and faith-based organizations can serve as
strong and credible immunization advocates about the risk of VPDs, the benefits of vaccination,
recommended schedules, the supply and financing of vaccines, and the possible risks associated
with vaccination. Public-private collaboration on communication and education activities will be
critical to achieving the goal and objectives set forth by the Plan.

While the focus of Goal 3 is on communication and education issues relevant to informed
decision-making, these issues are also relevant to each of the other goals of the 2010 National
Vaccine Plan. Topic-specific communications and education activities are described in Goals 2, 4,
and 5.
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Objectives

Objective 3.1
Utilize communication approaches that are based on ongoing research,

Strateqgies
3.1.1

Conduct research regularly to understand the public's knowledge, beliefs, and concerns about
vaccines and VPDs.

3.1.2 .
Conduct research on factors that affect decision-making about vaccination for individuals and -
families, providers, and policy-makers.

313
|dentify, develop, and test educational strategies that better enable policy-makers to read,
understand, and use information about vaccine benefits and risks.

3.1.4
Evaluate the effectiveness of messages and matertals in addressing the information needs and
concerns of the public and under-immunized populations.

3.1.5 .
Develop evidence-based tools to assist individuals, parents, and providers with relevant
information to make informed decisions regarding vaccination,

Objective 3.2;
Build and enhance collaborations and partnerships for communication efforts.

Strategies
3.2.1

Strengthen existing partnerships and coalitions and build relationships with new partners to
support relevant immunizations across the lifespan.

3.22
Use cross-agency and intra-agency collaboration to inform development of communication
research agendas, protocols, campaigns and messages.

3.23

Collaborate with partners and stakeholders to communicate vaccine benefits, risks, and
recommendations in accessible formats and in culturally appropriate languages, methods, and
literacy levels.

3.24
Utilize state and local venues to educate on vaccine and immunization issues to expand the reach
of messages outside of the traditional clinical setting,
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Objective 3.3

Enhance delivery of timely, accurate, and transparent information to public audiences and key
intermediaries (such as media, providers, and public health officials) about what is known and
unknown about the benefits and risks of vaccines.

Strategies

3.3.1

Enhance communication of new findings about vaccine effectiveness, safety, and administration
studies to the public, partners and praviders in a clear, transparent and timely manner.

3.3.2
Respond in a rapid, coordinated, consistent, and effective manner to emerging vaccine issues and
concerns {e.g, supply, safety, or public health emergencies).

333

Rapidly and effectively disseminate communications research findings through peer-reviewed
journals, conferences, media, and partner communications to facilitate implementation of
evidence-based strategies.

Objective 3.4
Increase public awareness of the benefits and risks of vaccines and immu nization, especially
among populations at risk of under-immunization.

Strategies
3.4.1

Develop, implement, and evaluate a long-term strategic communications plan and program
aimed at educating parents, caregivers of children, adolescents, and adults about VPDs; the
~benefits and risks of vaccines; and vaccine recommendations.

3.4.2

Maintain current, easily accessible, evidence-based online information on VPDs and vaccines,
incfuding benefits and risks and the basis of immunization recommendations, for all audience
groups.

343

Evaluate new media {such as mobile technologies and sacial media) and utilize it appropriately
to reach target audiences with accurate and timely information about vacdnes and to respond to
emerging concems and issues.

3.4.4
Enhance awareness of the importance of immunization as part of preventive health care among
parents, adolescents, and adults.

345

Collaborate with the education community to assess oppartunities to integrate information on
VPDs, recommended vaccines, preventive health care, and public health in existing educational
curricula.

34.6
Develop and disseminate vaccine communication tools/materials that are accessible and culturally
and literacy-level appropriate for groups at risk of under-immunization.
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Objective 3.5:

Assure that key decision- and policy-makers (e.q, third-party payers, employers, legislators,
community leaders, haspital administrators, health departments) receive accurate and timely
information on vaccine benefits and risks; economics; and public and stakeholder knowledge,
attitudes, and beliefs.

Strategies
3.5.1

Develop, disseminate, and evaluate broad-based education tools for key groups on the value, risks,
and cost-effectiveness of vaccines; the basis of immunization recommendations; business case
evidence and guidance; vaccine policy development; the standards of immunization practice and
administration; and vaccines as a component of preventive health care.

3.5.2
Select and implement a mode| for sustained community engagement to inform vaccine policy
and program activities.

3.5.3

Provide vaccine program managers and policy-makers information on the direct and indirect costs
and benefits of vaccination. This includes, but is not limited to, information on federal and state
programs that offer low-cost vaccines.

354
Pravide policy-makers with data necessary to make informed decisions on the utilization of
vaccines in mass vaccination programs for public health emergencies.
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Goal 4:
Ensure a stable supply of, access to, and better use of
recommended vaccines in the United States

Introduction

VPD incidence in the US. is at or near record-low levels for most diseases against which children
are routinely immunized; infant and child vaccination rates are approaching or meet record
levels. However, coverage levels are below HP 2020 targets for many vaccines targeted to
adotescents and adults, and substantial disparities exist among racial and ethnic groups in

adult and adolescent vaccination levels. Limited knowledge about recommended vaccines
and attitudes towards vaccines exist among the public, health care professionals, and health
policy- and decision-makers. Lack of health care access and financial barriers also contribute to
these disparities and need to be addressed in strategies moving forward, Research on how best
to avercome such barriers will dictate strategies and practices. Ongoing partnerships among
national, state, local, tribal, private, and public entities are needed to sustain and improve vaccne
use and the concomitant individual and public health benefits.

Ensuring a reliable and steady supply of all vaccines is critical in the U.S., where shortages of several
commonly used vaccines have accurred since 2000 (e.g., Hib, hepatitis A, and influenza). New
21st-century vaccine supply concerns, such as vaccines for pandemic influenza, emerging diseases
and bioterrorism threats, present different challenges for sustainability and may require surge
manufacturing capacity compared with traditional vaccine pathways.

Immunization information systems (15) and electronic health records (EHR) may become
increasingly important components of immunization programs. Jointly they can lead to much
better immunization recordkeeping for children and adults, thereby reducing the barrier of
unknown immunization status and the receipt of additional unneeded doses of vaccines and
enhancing efficiency and cost-effectiveness of national immunization efforts.

Strong public health surveillance to monitor and evaluate VPDs and the effectiveness of licensed
vaccines provides the link between vaccination policy and health outcomes. Such public health
surveillance is a key component of strategies to overcome barriers and improve use of existing
vaccines.
Challenges persist to improve vaccination rates and to incorporate new vaccines into child
and adolescent vaccination schedules. Between 2005 and 2010, six new vaccines or vaccine
recommendations were added for children and adolescents by the ACIP and the Centers for
Disease Control and Prevention (CDC):

- meningococcal conjugate vaccine

- tetanus, diphtheria, acellular pertussis vaccine

« HPV vaccine

- rotavirus vaccine

« yhiversal influenza vaccination

« 13-valent pneumaocaccal conjugate vaccine.
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Barriers to improved vaccine uptake include persistent cost, awareness and access problems; lack
of knowledge of necessary vaccines; and limited use of evidence-based strategies to improve
vaccine uptake, such as reminder-recall systems. Community health centers, other community
immunization sites (e.g, pharmacies and stores) and school-ocated clinics offer venues for
improving vaccine uptake, in addition to traditional provider sites.

Goal 4 identifies nine objectives and related strategies to strengthen our nation’s vaccination
program and overcome barriers. Enhancing communicaticn and education activities about
vaccination is a key approach to overcome many of the current challenges identified in Goal 4, and
is addressed in detail in Goal 3.

Objectives

Objective 4.1
Ensure consistent and adequate supply of vaccines for the U.S.

Strategies
4.1.1

Determine barriers to having multiple suppliers for each vaccine licensed and recommended for
routine use in the US.

4.1.2
Promote harmonization of international vaccine reguiatory standards for licensure.

4.1.3
Improve vaccine quality and availability through better manufacturing and production oversight.

4.1.4
Optimize use, content, and distribution of vaccine stockpiles and anciflary supplies.

41,5
Improve the development of, communication of, and tracking of adherence to recommended
changes in vaccine use during national vaccine shortages.

Objective 4.2
Ensure consistent and stable delivery of vaccines for the US.

Strategies
4.2.1

Improve vaccine ordering, distribution and tracking systems for routine use, for pubtic health
emergencies, and for management of delivery disruptions.

422

Enhance public sector infrastructure to support and sustain adult immunization activities,
including addressing disparities in vaccination rates among racial and ethnic minorities and
unvaccinated refugees resettling to the US.

4.2.3

Expand access to vaccination at medical care sites for children, adolescents, and adults, such as by
increasing hours of operation and establishing specific vaccination clinics at selected times of the
year (e.g. “back to school” campaigns).
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4,24 :
Expand access to vaccination in non-health care settings, such as retail outlets, schools,
workplaces, and community centers.

4,25
Develop, monitor, and evaluate policies promoting vaccination for patients in long-term care
facilities and hospitals.

42,6

Develop, implement, and evaluate employer-based immunization programs, which should indude
free vaccines, convenient access, education, and compliance monitering, to increase the coverage
of employees, including health care workers, with recommended vaccines, '

427
Implement, monitor, and evaluate evidence-based interventions designed o raise and sustain
high vaccination coverage across the lifespan.

42,8

Monitor and evaluate the impact of state immunization laws and regulations on vaccine coverage,
including childcare, pre-school, school, college prematriculation requirements, employer
requirements, and the role of exemptions, insurance mandates, and immunization information
systems requirements.

429

Prepare, practice, and evaluate mass vaccination activities, including vaccine administration,

for scenarios such as an outbreak of a VPD, for a biclogical attack, for the critical workforce in
advance of an influenza pandemic, and for the entire poputation, prior to and during, an influenza
pandemic.

Objective 4.3
Reduce financiat barriers to vaccination.

Strategies
4.3.1

Identify and regularly monitor financial barriers to receipt of ACIP-recommended and CDC-
adopted vaccines.

4.3.2
Ensure that out-of-pocket costs for purchase and administration of ACIP-recommended and CDC-
adopted vaccines do not represent a significant financial barrier.

433 ' -
Strengthen the ability of states to purchase, and expand access to, ACIP-recommended and CDC-
adopted vaccines for those who qualify for publicly supported vaccinations.

4.3.4
Develop, implement, and evaluate strategies to reduce the financial burden on vaccination
providers for purchase of initial and ongoing vaccine inventories.
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Objective 4.4
Maintain and enhance the capacity to monitor immunization coverage for vaccines routinely
administered to all age groups.

Strategies
4.4.1

ldentify, implement, and evaluate cost-effective and rapid methods, such as the use of IIS or
internet panel surveys, for assessing vaccination coverage by categories, including age groups,
groups at risk of under immunization, by type of vaccine, and type of financing.

4,42
Improve the completeness of, use of, and communication between, [IS and EHR to monitor
vaccination coverage.

4,43
Support the adoption of national certified, interoperable health information technology and £EHR
for immunization.

44,4 :
Support and improve existing surveys assessing immunization coverage (e.g., the National
Immunization Survey and the Behavioral Risk Factor Surveillance System), to include more
representative samples and timely reporting of data.

Objective 4.5
Enhance tracking of VPDs and monitoring of the effectiveness of licensed vaccines.

Strategies
4,51

Strengthen epidemiologic and laboratory methods and tools to diagnose VPDs, assess population
susceptibility, and characterize vaccine effectiveness and the impact of vaccination coverage on
clinical and public health outcomes.

4,5.2
Monitor circulating strains of relevant vaccine-preventable and potentially vaccine-preventable
pathogens, including emerging and re-emetging diseases.

4,5.3

Improve monitoring of disease burden and determine epidemioclogic and dlinical characteristics
of cases of VPDs and potential VPDs by supporting traditional surveillance and use of health
information technology, interoperable data standards, and new data resources.

4.5.4
Develop and maintain capacity to rapidly estimate the effectiveness of new vaccines, such as
pandemic and pre-pandemic influenza vaccines.

45,5
Assure rapid and comprehensive identification, investigation, and response to vaccine-
preventable disease outbreaks.
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45.6
Assure timely evaluation to assess vaccine effectiveness, duration of protection, and indirect
(community and herd) protection by current and newly recommended vaccines.

Objective 4.6 .
Educate and support health care providers in vaccination counseling and vaccine delivery for their
patients and themselves.

Strategies

4.6.1

Fxpand and implement training and education of health care providers on VPDs, including
diagnosis, modes of transmission, prevention and control, and reporting requirements.

4.6.2

Fxpand and implement training and education of immunization providers at all levels of their
education on the proper use and administration of vaccines; the proper storage and handling of
vaccines; the basis of immunization recommendations; the safety of vaccines; reporting of AEHS;
understanding of the vaccine safety system; and on the standards of immunization practice {e.g.,
vaccine education modules in primary care and continuing medical education programs).

46.3
Develop a plan to reduce and ultimately eliminate errors in vaccine administration (e.g., wrong
vaccine, dose, injection site, or timing).

46,4

Promote and support educational and technical assistance to improve business practices
associated with providing immunizations, such as educating providers and enrolking new
providers into the Vaccines for Children program, including non-traditional providers.

4.6.5
Expand the incorporation of vaccinations and the use of IS into quality improvement programs
such as the Healthcare Effectiveness Data and Information Set.

4.6.6

Support adequate reimbursement for vaccine counseling, administration, storage and handling by

providers under public sector and private health plans.

4.6.7

Support research to evaluate the capacity (accommodating the increased number of patient
visits required to receive recommended vaccines) of health care providers to implement vaccine
recommendations for all age groups.

4,6.8
Develop, implement, and evaluate comprehensive programs to ensure health care professionals
are appropriately immunized with recommended vaccines,
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Objective 4.7
Maintain a strong, science-based, transparent process for developing and evaluating immunization
recommendations.

Strategies
4.7.1

Obtain broad-based input from the public and stakeholders contributing to new immunization
policies and the assessment of existing policies.

4,7.2
Assess the impact of new vaccines and vaccine recommendations en the overall immunization
schedule, induding programmatic implementation, safety, and efficacy.

4,7.3
Evaluate the cost-effectiveness and comparative effectiveness of proposed and existing
immunization recommendations. o

Objective 4.8
Strengthen the National Vaccine Injury Compensation Program {(MiCP) and Countermeasures Injury
Compensation Program (CICP),

Strategies
4.8.1

Increase knowledge about the VICP and CICP among all stakeholders.

4.8.2
Assure the programs are responsive to evolving science, including regularly updating their Vaccine
Injury Tables. ‘

4.8.3
Continue to ensure fair and efficient compensation for vaccine-related injuries,

4.8.4

Examine alternative approaches, and evaluate and implement those deemed optimal, for
adjudication of VICP claims for ilinesses not included in the Vaccine Injury Table to the extent
permitted by applicable law.

Objective 4.9 .
Enhance immunization coverage for travelers.

Strategies
49,1

Define the populations at risk for acquiring international travel-related VPDs, and identify and
address barriers to their receiving immunizations,

4.9.2
Assess overall immunization status during travel-related immunization clinics.
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Goal 5:
Increase global prevention of death and disease
through safe and effective vaccination

Introduction
Infectious diseases are the leading cause of death among children globally and contribute
substantially to disease and disability among persons of all ages. Immunization programs have
been remarkably successful in preventing millions of childhood deaths, eradicating smallpox, and
eliminating circulation of polio and measles from many countries around the world. However,
substantial challenges remain. Many diseases for which safe and effective vaccines are available
pose a continued burden, as does the underutilization of vaccines in mast countries (e.g,
pneumaococcal, rotavirus and HPV) and diseases for which vaccines are being developed (e.g.,
HIV, TB, and malaria). Globally mobile populations including refugees, and stateless and internatly
displaced persons are often difficult to reach and may not be included in national immunization
programs. Achieving the United Nations'Miliennium Development Goals of reducing the under-
five year mortality rate by two thirds by 2015 will require substantive action, including increasing
“the proportion of one year-old children immunized against measles.

The goals of global vaccination are to control, eliminate, or eradicate infectious diseases in a way
that strengthens health systems and is sustainable as new vaccines are introduced. Successin
global immunization requires action by the full range of stakeholders involved in the vaccine

and immunization enterprise: research and development, regulation and manufacturing, and
program implementation and monitoring. New partnerships such as the Global Alliance for
Vaccines and Immunizations (GAVI) have led to increased support for immunization worldwide,
spurring intreduction of new vaccines in low income countries and expanded vaccination
coverage. US. governmental and NGOs have contributed to progress through vaccine research
and development, participation in multilateral and bilateral partnerships, technical assistance, and
program support.

Given the breadth of global immunization activities in Goal 5, some of the objectives and
strategies relevant to this topic are included elsewhete in this Plan. For example, all vaccine
research and development issues are included under Goal 1 because the approach and
stakeholders necessary to achieve these objectives are largely the same in the U.S. and the

rest of the world. Similarly, issues related to vaccine safety, communications and program
implemenitation are included under this goal, as well as under other goals of the Plan, as there are
unique intellectual perspectives for them. While many of the objectives in these areas are similar
for the U.S. and abroad, the strategies differ internationally because U.S. stakeholders focus on
partnerships and providing assistance rather than on direct implementation.

In the era of global pandemics and mass travel, the public health of US. citizens is closely related
to diseases occurring in other countries. Even though many VPDs such as polio, measles, and
rubella have been eliminated in this country, the LS. remains vulnerable to importations as long
as these diseases continue to persist elsewhere, Support for overseas {pre-departure) vaccination
of mobile populations, including refugees and immigrants migrating to the U, will reduce the
likelihood of importation. Support for developing and introducing new vaccines 1o address
diseases in other countries and assisting with strengthening and enhancing capacity of their
immunization programs contributes toward providing an “umbrella of protection”for the 1.5, and
fulfilling the U.S. government’s broader commitment to global public health.

Meeting this commitment to support global immunization is also reflected in other federal public
health initiatives and development initiatives beyond the Plan. The GHI — currently led by the US.
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Department of State, USAID, and the CDC, with active engagement of other agencies, including
the Department of Defense (DoD), NIH, and the Health Resources Services Administration
(HRSA) - and FDA's global vaccine regulatory capacity building efforts through the World Health
Organization (WHO) are two examples of federal initiatives that incorporate immunization as a
component of a broad U.S. interest to imprave maternal and child health, Additionally, the CDC
has a Global Immunization Strateqic Framework that focuses on how the agency will support
immunization programs around the world. These and other initiatives are consistent with the
objectives outlined in the Plan.

Objectives

Objective 5.1
Support international organizations and countries to improve global surveillance for VPDs and
strengthen health information systems to monitor vaccine coverage, effectiveness, and safety.

Strategies
5.1.1

Achieve sustainable WHO certification quality surveillance for eradication of targeted VPDs.

5.1.2
Expand and improve sustainable surveillance systems for all diseases having WHO-recommended
vaccines and diseases for which vaccine introduction is being considered.

5.1.3

Strengthen all levels of global laboratory networks (including national, regional, and glebal
reference laborataries) to sustain and improve VPD diagnosis in order to establish baseline disease
burden, detect outbreaks, detect newly emerging variants of VPDs, and monitor the impact of new
vaccines. This laboratory capacity should also be developed for surveillance of potential public
health emergencies of international concern.

5.1.4 .
Enhance assessments of emerging variants or strains of VPD agents.

5.1.5
Develop new diagnostic tests, tools and procedures to improve both field-based and laboratory
confirmation of diagnoses.

Objective 5.2

Support international organizations and countries to improve and sustain immunization programs
as a component of health care delivery systems and promote opportunities to link immunization
delivery with other priority health interventions, where appropriate.

Strategies

5.2.1

Provide technical support to countries, multilateral institutions, and other partners to strengthen
key components of immunization program management and implementation, including
epidemiological analysis, comprehensive planning, vaccine distribution and safe administration,
monitoring, information systems, and program evaluation.

Department of Health & Human Services | The 2010 National Vaccine Plan




522

Provide technical support to countries and multilateral institutions as appropriate to introduce,
sustain, and monitor recommended safe injection practices for all vaccinations, including the use
of auto disable syringes or needle-free devices,

523
Improve coverage monitoring of vaccines and other health services linked with the vaccination”
program and the use of information at district and local levels,

5.2.4
Introduce and imprave programs that evaluate AEF(s.

52,5

Develop standardized methods for monitoring and evaluating the efficiency, effectiveness

and impact of combined interventions to improve coverage, and support linking delivery of
immunization and other health services in ways that do not jeopardize immunization coverage,

5.2.6

Encourage establishment of programs, as appropriate, for vaccination beyond the traditional infant
target age groups (e.g., among older children, adolescents, adults, and health care providers),
including unvaccinated mobile populations of various age groups since the epidemiology in some
mobile populations may differ from other populations where the diseases are normally spreading
in certain age-groups.

5.2.7

Provide technical support to countries, multilateral institutions as appropriate, and other partners
to develop sustainable vaccine financing mechanisms and adequate global supplies of vaccines,
including through econoemic and supply and demand analyses.

Objective 5.3
Support international organizations and countries to introduce and make available new and
underutilized vaccines to prevent diseases of public health importance.

Strategies

5.3.1

Strengthen capacity at the country level, and in multilateral institutions as appropriate, to make
informed decisions on introduction of new vaccines based on evaluation of epidemiology,
financial sustainability, safety, and programmatic considerations, including support to national
advisory committees.

5.3.2
Collaborate with global organizations and partners to accelerate clinical testing and licensure in
developing countries of vaccines already licensed in developed countries, where appropriate.

53.3

Support the integration of new and underutilized vaccines into each GAVI-eligible country’s multi-
year national plan of action and provide training and logistical support necessary to successfully
incarporate new vaccines into routine programs.

534
Support post-licensure evaluations of new vaccines with regard to immunization prograrms,
disease patterns, and vaccine safety,
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535

Work with global partners to establish an international system that facilitates rapid response
to emerging infections through the development of vaccine reference strains and candidate
vaccines.

5.3.6
Work with global partners to secure and maintain adequate stockpiles/strategic reserves of
vaccines to maintain uninterrupted supply and for emergency response to outbreaks.

5.3.7

Support and develop mechanisms for rapidly making vaccines available to developing countries
for public health emergencies such as pandemic influenza, including exploring options for sharing
of vaccines and tiered pricing.

Objective 5.4 _

Support international organizations and countries to improve communication of evidence-based
and culturally and linguistically appropriate information about the benefits and risks of vaccines to
the public, providers, and policy-makers.

Strategies
5.4.1

Support appropriate economic studies to inform key decision- and policy-makers' understanding
of the'benefits and costs of immunization.

5.4.2
Support the development of capabilities to communicate vaccine benefits and risks and to
respond to emerging vaccine safety issues.

543
Support national systems to improve reporting of adverse events.

544

Assist countries to develop and implement sustainable communication research to gather timely
and reliable data from the public and providers on knowledge, attitudes and beliefs about the
benefits and risks of vaccines.

5.4.5

Assist countries to develop communication plans to increase provider and public awareness of
VPDs and promote immunization recommendations, especially among populations at risk of
under-immunization.

546
Provide technical assistance and training to behavicral and communications scientists and
promote their participation on Technical Advisory Groups.

54.7
Support and participate with partners to create and implement a global vaccine advocacy
strategy.
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Objective 5.5
Support the development of regulatory environments and manufacturing capabiiities that
facilitate access to safe and effective vaccines in all countries,

Strategies
5.5.1

Promote and support the efforts of WHO and other global partners to develop and harmonize
international standards for vaccine development and licensure.

5.5.2

Promote and support the efforts of WHO and others to improve regulatory capacity in countries
with limited infrastructures to assure vaccine quality, evaluate new vaccines when appropriate, and
assure that clinical trials are conducted in accordance with Good Clinical Practices.

5.5.3
Provide technical assistance to developing country vaccine manufacturers (o support
development and production of safe and effective vaccines,

Objective 5.6 .
Build and strengthen multilateral and bilateral partnerships and other collaborative efforts to
support giobal immunization and eradication programs.

Strategies

5.6.1

Participate in establishing global immunization priorities, goals and objectives and provide
technical assistance at global, regional, and national levels.

5.6.2

Strengthen international collaborations for basic and applied research and related training of next
generation researchers, especially in disease endemic areas, to include improving the stability and
_ performance of current vaccines.

56.3

Contribute to development and implementation of a plan establishing the scientific basis for VPD
eradication/elimination, identifying optimal vaccination approaches, and developing strategies to
minimize risks in the post-eradication period.

564
Participate in regional immunization initiatives, such as those adopted by the Pan American Health
Organization and other WHO regions.

5.6.5
Strengthen vaccination of globally mobile populations through targeted programs {e.g., pre-
departure vaccination of US bound refugees).
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Monitoring and Evaluation

NVPC will be responsible for assuring coordination and for monitaring federal actions and
accomplishments on the 2010 National Vaccine Plan on an ongoing basis. NVPO and NVAC

will report their findings to the Assistant Secretary for Health annually. This report will include

a summary of progress, identify areas where progress is lagging, and propose corrective action
where needed. The report also will be presented at an NVAC meeting, which is open to the public
and is attended by many stakeholders not represented directly on the Committee.

Key federal stakeholders in global immunization include CDC, the Department of State and USAID.
Many of the global immunization targets included in the Plan were established by international
arganizations (e.g, WHO) in consultation with U.S. stakeholders. However, the role of those
stakeholders in achieving these targets most often involves providing technical assistance and
support rather than direct implementation.

Many factors may affect the ability to achieve National Vaccine Plan objectives. Opportunities
may emerge that facilitate rapid progress and achievement of objectives sooner than anticipated.
Scientific, technological, health care financing, or communications advances also could emerge
and enable rapid achievement of the vision laid forth by the Plan, superseding its objectives and
goals. On the other hand, existing challenges and barriers may be more difficult to overcome than
anticipated and new challenges may emerge. For example, a range of scientific and technical
issues may delay development and licensure of new vaccines; safety concerns may affect vaccine
uptake; financial constraints may affect vaccination delivery. Recognizing these uncertainties,
NVPO will coordinate a mid-course review of the Plan after five years allowing changes to be made
which respond to the reality of the environment. Modified indicators, strategies, actions, and
_ milestones will guide subsequent annual evaluation through the overall ten-year horizon of the
Plan.

Conclusion

The overriding goal of this plan is to invigorate national coordination and planning on vaccines
and immunizations, HHS will lead this national effort, leveraging existing resources and
expertise, to maximize the control of VPDs in this country and with global partners. Given that
this is intended to be notjust a federal plan but represent a nationat strategy, it will require the
partnership of stakeholders involved in all aspects of the vaccine enterprise. The goals, objectives,
and strategies outlined in this document, when fully implemented, will markedly enhance the
control of VPDs and the health of the pubilic in this nation.
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Table 2: |
National Vaccine Plan Objectives: Responsible Stakeholders
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Acronyms and Abbreviations

ACCV — Advisory Commission on Childhood Vaccines

ACF -- Administration for Children and Families

ACIP — Advisory Committee on Immunization Practices

AFENET — African Field Epidemiology Network

AHRQ —Agency for Healthcare Research and Quality

AIDS — Acquired immunodeficiency syndrome

AITE — Adult Immunization Task Force

ASH — Assistant Secretary for Health

ASPR — Assistant Secretary for Preparedness and Response

AVMI — African Vaccine Manufacturing Initiative

BARDA — Biomedical Advanced Research and Development Authority {within the Office of the

Assistant Secretary for Preparedness and Response)

BSL — Biosafety Level '

CBER — Center for Biologics Evaluation and Research {of the Food and Drug Administration)

CDC — Centers for Disease Contro! and Prevention

CMS — Centers for Medicare and Medicaid Services

CRS — Congenital rubella syndrome

DHS — U.S. Department of Homeland Security

DoD — U.S. Department of Defense

Dol — U.S. Department of justice

‘DPT — Diphtheria-pertussis-tetanus vaccine

DTaP — Diphtheria-tetanus-pertussis vaccine

EHR — Electronic health record

FDA — Food and Drug Administration

FELTP — Field Epidemiology and Laboratory Training Program (of the Centers for Disease Control

and Prevention)

FY — Fiscal Year _

GAP — Global Action Plan for Influenza Vaccines

GAVI—The GAVI Alliance

GBS — Guillain-Barré syndrome

GPEI - Global Polio Eradication Initiative

HepA —Hepatitis A

HepB — Hepatitis B

HepC — Hepatitis C ‘

HHS - U.S. Department of Health and Human Services
- Hib — Haemophilus influenzae type b

HIVY —Human immunodeficiency virus

HPY — Human papillomavirus

HRSA — Health Resources and Services Administration

ICT — Information and communication technologies

IHS — Indian Health Service
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I1S — Immunization information systems

IOM - Institute of Medicine

ISTF — Federal Immunization Safety Task Force

JE — Japanese encephalitis

MD — Medical Doctor

MMR — Measles, mumps, and rubella vaccine

MPH —Master of Public Health

MSM — Men who have sex with men

MVP — Meningitis Vaccine Project

NAIIS — National Adult and Influenza Immunization Summit

NCIRD — National Center for Immunization and Respiratory Diseases (within the Centers for
Disease Control and Prevention)

MIAID — National Institute of Allergy and Infectious Diseases {within the National institutes of
Health)

NIH — National Institutes of Health

NNDSS —National Notifiable Disease Surveillance System

NUVI — New and Underutilized Vaccines Implementation

NVAC — National Vaccine Advisory Committee

NVPO — National Vaccine Program Office

0GA — Office of Glohal Affairs

ONC - Office of the National Coordinator for Health Information Technology
OPV — Oral polio vaccine

PAHO — Pan American Health Organization

PCV — Pneumococcal conjugate vaccine

. PhD - Doctor of Philosophy

PRISM — Post-Licensure Rapid Immunization Safety Monitoring (a component of the Food and
Drug Administration’s Sentinel Initiative)

RECs — Regional Extension Centers

RePORT — Research Portfolio Online Reporting Tools {of the National Institutes of Health)
SMART Vaccines — Strategic Multi-Attribute Ranking Tool for Vaccines

TB — Tuberculosis

Td — Tetanus-diphtheria vaccine

Tdap — Tetanus-diphtheria-pertussis vaccine

UNICEF — United Nations Children’s Fund

U.S. — United States

USAID — U.S. Agency for International Development

VA —U.S. Department of Veterans Affairs

VAERS —Vaccine Adverse Event Reporting System

VAMPSS — Vaccines and Medications in Pregnancy Surveillance System

VFC — Vaccines for Children program

VIS —Vaccine Information Statement

VSD — Vaccine Safety Datalink

VTrckS — Vaccine Tracking System

WHO — World Health Organization
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Introduction

Vaccines have been hailed as one of the most important public health advances in human
history. Vaccines save lives by preventing the transmission and consequences of
infectious diseases, and are unique among medical products in that they protect health at
both the individual and the community level. Thus, vaccines are not only the model of
prevention, but also best represent the convergence of medicine and public health.
During the 20th century, the life span of Americans increased by more than 30 years in
part because of the use of vaccines, and mortality from infectious diseases in the United
States has been reduced 14-fold through the use of vaccines." Children born in the
United States today are routinely protected against 17 serious diseases and conditions
through immunization. The benefits of this routine preventive care are astonishing: for
each birth cohort vaccinated using the routine immunization schedule, approximately
33,000 lives are saved, 14 million cases of disease are prevented, $9.9 billion in direct
health care costs savings are achieved, and $33.4 billion are saved in indirect health care
costs.”? '

The initial National Vaccine Plan was created in 1994 “ to provide a strategic approach for
maximizing the impact of vaccines on the health of United States (U.S.) populations. In
2010, the National Vaccine Plan was updated” to reflect the priorities, opportunities, and
challenges of today’s science and our national immunization program, and it provides a
guiding vision for vaccines and immunization in the United States for the decade 2010~
2020. It includes strategies for advancing vaccine research and development, financing,
supply, distribution, safety, global cooperation, and informed vaccine decision-making
among consumers and health care providers. This report on the State of the National
Vaccine Plan, the first of what will be an annual report, provides an overview of recent
accomplishments and progress that fall under the five goals of the National Vaccine Plan:

e Goal 1; Develop new and improved vaccines.
¢ Goal 2: Enhance the vaccine safety system.
¢ Goal 3: Support communications to enhance informed vaccine decision-making.

* american Academy of Pediatrics. {2009). Prologue. In L. K. Pickering (Ed.), Red Book: 2009 Report of the Committee on infectious
Diseases (28"‘ ed.). Elk Grove Village, IL.: American Academy of Pediatrics.

2 7hou, F., Santoli, 1., Messonnier, M. L., Yusuf, H. R, Shefer, A,, Chu, S. Y., Rodewald, L., & Harpaz, R. {2005}. Econormic evaluation of
the 7-vaccine routine chitdhood immunization schedule in the United States, 2001, Archives of Pediatric and Adolescent Medicine,
159(12), 1136-1144. Retrieved from http:/{www.ncbi.nlm.nih.gov/pubmed/16330737

3 schuchat, A. {2011). Human vaccines and their importance to public health. Procedia in Vaccinology, 5,120-126. Retrieved from
http://www.sclencedirect.com/science/articie/pii/$1877282X11000269# (exit link disclaimer)

‘u.s. Department of Health and Humnan Services. (1994). Disease prevention through vaccine development and immunization: The U.S.
Notional Vaccine Plan — 1994, Retrieved from http:/farchive.hhs.gov/nvpo/vace plan/1994plan/

* U.S. Department of Health and Human Services, {2010). 2010 National Vaccine Plan: Protecting the nation’s heolth through
immunization. Retrieved from http://www.hhs.gov/nvpo/vace plan/2010%20Plan/nationalvaccineplan.pdf
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s Goal 4: Ensure a stable supply of, access to, and better use of recommended
vaccines in the United States.
s Goal 5: Increase global prevention of death and disease through safe and effective
vaccination. )

As shown in Figure 1, the National Vaccine Plan is led and coordinated by the National
Vaccine Program Office (NVPO} under the direction of the Assistant Secretary for Health
(ASH) within the U.S. Department of Health and Human Services (HHS), with guidance
from the National Vaccine Advisory Committee. The National Vaccine Plan is a national
and not a federal plan, emphasizing that many partners are needed to achieve the fuil
promise of vaccines and immunization. These partners include federal, state, and local
governments, academia, health care providers, public heaith organizations, health
insurance providers, advocacy organizations, vaccine manufacturers and distributors, and
the general public, among others. Leaders from several of these stakeholder
organizations, such as the World Health Organization (WHO), the Institute of Medicine
{IOM]}, the GAVI Alliance (GAVI), and the Bill and Melinda Gates Foundation, are among
those who have provided commentaries on this report, demonstrating their commitment
to the National Vaccine Plan and the contributions their organizations make to advancing
the goals of the Plan. Although many partners work to achieve the goals of the National
Vaccine Plan, this report focuses on the advances and accomplishments made by HHS and
its agencies in collaboration with its partners, including the U.S. Agency for International
Development {USAID), the Department of Veterans Affairs (VA), and the Department of
Defense (DoD}. The highlighted accomplishments provided in this report are reflective of
(1) the extensive and ongoing coordination undertaken by NVPO in fulfiiment of its
" mission, as laid out in the Public Health Service Act,® and {2) the breadth and scope of the
vaccine-related activities of HHS agencies that represent just some of the extraordinary
work carried out during their daily operations.

The State of the National Vaccine Plan Annual Report in Context

The 2010 National Vaccine Plan aligns with a number of HHS goals and objectives to
reduce the occurrence of vaccine preventable diseases by focusing on strategies to
improve the quality of all aspects of the immunization system, from vaccine research to
vaccine delivery. As part of these efforts, the Healthy People 2020 goals for immunization
and infectious diseases’ complement the National Vaccine Plan. They set measurable
targets to reduce vaccine preventable diseases by increasing vaccine coverage rates. An
update on progress toward_achieving_Healthy People 2020 goals for infectious disease
and immunization is included in this report.

The National Vaccine Plan also aligns with the 2010 Affordable Care Act's focus on
prevention, and the 2010-2015 HHS Strategic Plan,? which highlights the importance of

® public Health Service Act, 42 U.5.C. § 300aal. Retrieved from http:/fwww.hhs.gov/nvpo/about/legisiation.pdé
7 Healthy People 2020, {2013). immunization and infectious diseoses tople area. Retrieved from
http:/fwww.healthypeoole. gov/2020/topicsoblectives2020/overview.aspxttopicld=23

®U.5. Department of Heatth and Human Services. {2010). Strategic Plan 2010-2015. Retrieved from
http:/fwww.hhs.gov/secretary/about/priorities/priorities. htmt
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advancing the health, safety, and well-being of the American people. One of the main
objectives of the HHS Strategic Plan is to reduce the occurrence of infectious diseases,
which include vaccine preventable diseases. The HHS Strategic Plan names the National
Vaccine Plan as the roadmap for pursuing the prevention of infectious diseases through
immunizations. In-addition to aligning with the overall HHS Strategic Plan, the National
Vaccine Plan harmonizes with and strengthens other HHS-led strategic plans that include
a focus on infectious disease prevention, such as the National Prevention Strategy,” the
HHS Action Plan to Reduce Racial and Ethnic Disparities,® the National Health Security
Strategy of the United States of America,™ and a number of other strategic initiatives that
promote a culture of prevention.

Figure 1: Organizational Structure of the National Vaccine Plan

_U.S. Assistant Secretary for Health

National Vaccine Program Office

..

National Vaccine
Advisory Commitize

? 1.5, Department of Health and Human Services, {2011). Natlonal Prevention Strategy. Retrleved from
http.//www.surgeonpeneral.gov/initiatives/prevention/strate

13,5, Department of Health and Human Services. (2011}, HHS Actlon Plan to Reduce Racial ond Ethnic Disparities: A nation free of
disparities in health and health care. Retrieved from http://mingrityhealth.hhs.gov/npaffiles/Plans/HHS/HHS Plan complete.pdf

™ U.5. Department of Health and Human Services. {2009). National Health Security Strategy of the United States of America. Retyieved
from hitp://www.phe.gov/Preparedness/planning/authority/nhss/Pages/default.aspx
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Progress and Opportunities: Implementing the
2010 National Vaccine Plan
By Howard K. Koh, MD, MPH
Assistant Secretary for Health
U.S. Department of Health and Human Services

The future of public health depends on creating and sustaining strong systems of
prevention. A commitment to hetter prevention, in addition to treatment, can promote
longer, healthier lives for all. Of ali of our prevention tools, vaccination represents the
foundation for public health. Despite great progress toward ensuring the availability,
safety, and widespread use of vaccines over the years, we are still far from fulfilling their
full potential.

Passage of the 2010 Affordable Care Act reset the stage for making prevention through
immunization come alive. The heginning of open enrollment into the Health Insurance
Marketplace in every state on October 1, 2013, gives millions of Americans who need or
want health insurance coverage access to it. In addition, the Affordable Care Act offers
new opportunities to build prevention and public health at the individual, state, and
national levels.? Already, since passage of the Affordable Care Act, more than 71 million
individuals in private plans have better access to immunizations and other high-vajue
preventive services, without cost sharing. At the state level, the Affordable Care Act
authorizes use of funds for purchase of vaccines for adults at federally negotiated prices.
And at the national level, the National Prevention, Health Promotion, and Public Health
Council has elevated immunization and other preventive services as a priority, in order to
increase the number of Americans who are healthy at every stage of life. By building on
the time-honored Healthy People initiative,”® which has framed the country’s health
promotion and disease prevention agenda for the past 30 years, the Council created a
new National Prevention Strategy. It prioritizes themes of empowered individuals,
healthy and safe communities, clinical and community preventive services, and the
elimination of health disparities. And the Prevention and Public Health Fund, now
entering its fifth year, has invested in a host of critical efforts that strengthen public
health infrastructure, promote prevention research, and improve data collection on
health disparities.

It is within this context that we now unveil the first annual progress report of the 2010
National Vaccine Plan. First established in 1994, the National Vaccine Plan then
represented an initial blueprint to set goals and align national efforts for immunization in
the country. The updated 2010 National Vaccine Plan, desighed to provide a 10-year
vision of national priorities for the 21st century, has broadened the vision and goals.

2 goh, H. K, & Sebelius, K. G. {2010}. Promoting prevention through the Affordable Care Act, The New England Journal of Medicine,
363(14), 1296-1299. Retrieved from hitp://www.nchi.nlm.nih.gov/oubmed /20879876

2 Koh, H. X. {2010}, A 2020 vision for healthy people. The New England Journal of Medicine 362{18):1653-1656. Retrleved from
http://www.ncbi.nlm.nib.gov/pubmed/20445177
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Special attention now addresses the critical dimension of global health, especially since
health leaders have committed to a common vision of a Decade of Vaccines to extend the
full benefits of immunization to all people. Overall, the 2010 National Vaccine Plan
represents a heightened commitment to systems of vaccination that strengthen public
health, reduce disparities, and improve global health. Hence, every effort was made to
align with key elements of Healthy People 2020, the National Prevention Strategy, the
HHS Strategic Plan, the HHS Action Plan to Reduce Racial and Ethnic Disparities, and the
HHS Global Health Strategy. This first annual progress report illustrates the achievements
and ongoing efforts of many stakeholders in the vaccine and immunization entetprise.
Table 1 lists some of the key accomplishments to date as well as opportunities on the
horizon.

Of course, implementing strategy requires regular monitoring and documentation of
progress, challenges, and opportunities which provide transparency to policymakers and
the public alike. Readers will be intrigued to see progress in areas such as adult
immunization, decision-making about new vaccine development, vaccine coverage, and
risk communication. We envision future reports will also document further substantial
developments in results, lessons learned, and areas for improvement.

We hope the end product of these aligned efforts will be a healthier society where true
prevention systems are attained, maintained, and sustained. Only then can everyone
have the chance to lead vibrant lives free from vaccine preventable illness and have a
chance to reach their full potential for health.

12 The State of the National Vaccine Plan | 2013 Annual Report
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Success through Collaboration: The National Vaccine Plan
By Bruce Gellin, MD, MPH
Deputy Assistant Secretary for Health
Director, National Vaccine Program Office
U.S. Department of Health and Human Services

“To raise hew questions, new possibilities, to regard old problems from a new angle, requires
creative imagination and marks real advance in science.” This quotation from Albert Einstein
set the tone of the 2010 National Vaccine Plan—and is a timely reminder for this first report on
progress toward accomplishing the goals and objectives of the 2010 National Vaccine Plan, The
National Vaccine Plan is the strategy guiding the National Vaccine Program, which was created
in 1988 by the Public Health Service Act. The first National Vaccine Plan was issued in 1994 and
updated in 2010 to reflect the new opportunities and challenges of the 21st century
immunization landscape. In this first State of the National Vaccine Plan Report, you'll find
highlights of work done by HHS agencies and their partners to implement the 2010 National
Vaccine Plan.

The accomplishments of each HHS agency are truly remarkable when considered individually.
However, as President Lyndon B. Johnson noted, “There are no problems we cannot solve
together, and very few that we can solve by ourselves.” The many examples of collaboration
provided in this report demonstrate the necessity for a synergistic approach to maintaining and
enhancing the immunization system of the United States. There are many stakeholders, both
federal and nonfederal, that contribute to the successful functioning of our national vaccine
- program, all performing their specialized functions in concert. Table 2 provides an overview of
these stakeholders and their respective roles in achieving the objectives of the 2010 National
Vaccine Plan. When the work of these stakeholders is considered as a whole, it becomes clear
that by working together it is possible to achieve truly great successes. This report also
highlights and demonstrates the integrative mission of NVPO: to bring these stakeholders
together and facilitate their collaboration to develop strategies to strengthen our national
immunization system, and solve emerging and ongoing problems confronting the U.S. vaccine
enterprise.  Part of this coordination involves a continuous feedback process, where
stakeholders share information about their respective activities that contribute to the
achievement of the five goals of the National Vaccine Plan. In this way, NVPO ensures that ali
involved parties are included in the ongoing national strategic dialogue on vaccines and
immunization.

The accomplishments and progress highlighted in this report were achieved through the
contributions of many organizations, both federal and nonfederal, working together toward
common goals. Included are updates on the actions currently being carried out by HHS and
other federal partner agencies to implement the National Vaccine Plan. The report also
provides an overview of work identified by HHS and its agencies that feature our collective
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efforts to achieve the five goals of the National Vaccine Plan, as well as ongoing relevant
challenges and opportunities.

Input and guidance from nonfederal experts have been essential to HHS’s work over the years
to strengthen and support our National Vaccine Program. The role and impact of our National
Vaccine Advisory Committee (NVAC) are featured in this report. NVAC is a chartered federal
advisory committee comprising experts from stakeholder organizations involved in
implementing the National Vaccine Plan. NVAC has provided essential expertise and guidance
on HHS’s work to improve the nation’s immunization system for the last 25 years. Also
accompanying the report are commentaries provided by leaders in the field of vaccines and
immunization. These experts have kindly contributed their perspectives on issues that need
continued attention moving forward.

This report not only highlights accomplishments that have been made during the last few years,
it also provides an opportunity to take stock of our progress and ensure that we’re sufficiently
focused on areas that need our attention and support. Through continued collaboration, HHS
and its partners will keep seeking out solutions to new and emerging challenges that prevent
those in the United States, and around the world, from experiencing the full benefits of
immunization.
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Goal 1: Develop New and Improved Vaccines

In this section:

20

The Next Generation of Influenza Vaccines

Selected Advances in Vaccine Research and Development

New Vaccine Production Technigues and Vaccine Technologies

Feature: SMART Vaccines _

Commentary: Vaccine Research and Development: Doing Better than Nature, by Dr.
Anthony Fauci

Commentary: New Business Models for Vaccines Targeting Diseases in Low-income
Countries, by Dr. Marie-Paule Kieny

Commentary: Overcoming the Complexity of Vaccine Development for Global Health, by
Dr. Trevor Mundel
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Background _

Vaccine research and development are the foundation of successful immunization programs.
Through scientific discoveries and breakthroughs, researchers develop vaccines that protect
the health of the world’s population in new and more efficient ways. Research to improve
existing vaccines also provides opportunities to improve on a range of vaccine characteristics
such as efficacy, safety, and vaccine delivery. By developing and using new and improved
vaccines, we are better prepared to meet our overall goals to prevent serious infectious
diseases and their complications.

Several agencies within HHS and across the federal government are actively involved in vaccine
development. These agencies conduct research, often partnering with other agencies and
other sectors, such as vaccine manufacturers and vaccine purchasers, to develop new vaccines
and improve existing vaccines. NVPO plays an essential role in facilitating communication
between the entities involved in vaccine development, thereby providing enhanced
opportunities for collaboration and information sharing. Examples of important vaccine
research and development work are provided below. This sampling of achievements from the
past two years demonstrates the commitment of HHS and its partners to improving the health
of people in the United States, as well as people around the world, through new and improved
vaccines.

Recent Accomplishments and Progress

The Next Generation of Influenza Vaccines

Influenza is a major public health concern in the United States. Between 5 and 20 percent of
U.S. residents become infected with influenza each year, resulting in more than 200,000
individuals hospitalized with influenza-related complications.® Annually there are between
3,000 and 49,000 influenza-related deaths, of which approximately 90 percent occur in those
over 65 years of age. To better prevent seasonal influenza and better prepare for an influenza
pandemic, HHS is working to support the research, development, and licensure necessary to
create a diverse variety of influenza vaccines, with the ultimate goal of offering influenza
vaccines that provide better, broader, and longer-term protection and that can ultimately
remove the threat of an influenza pandemic. In recent years, several new influenza vaccines
have been licensed that are produced using new techniques, including ones that do not involve
eggs. New vaccine production technologies can also shorten manufacturing timelines, which is
especially important when a novel influenza strain with pandemic potential emerges.

In 2012 and 2013, six new vaccines, including four quadrivalent vaccines, were licensed by the
U.S. Food and Drug Administration (FDA) to prevent seasonal influenza—Flucelvax, Flublok,
Fluarix Quadrivalent, FluLaval Quadrivalent, FluMist Quadrivalent, and Fluzone Quadrivalent.
The National Institutes of Heaith (NiH), the Biomedical Advanced Research and Development

% 1.5, Centers for Disease Control and Prevention. (2013). Seasonal influenza Q&A. Retrieved from
http:/fwww.cde.gov/flufabout/ga/disease.htm

The State of the National Vaccine Plan [ 2013 Annual Report
21




U.S. Department of Health and Human Services

Authority {(BARDA) within the Office of the Assistant Secretary for Preparedness and Response
(ASPR), the FDA, and vaccine manufacturers each played critical roles in the development of

these vaccines.

Additionally, scientists at NIH's National Institute of

Allergy and Infectious Diseases (NIAID) have recently

devised a new strategy for the development of more
broadly protective vaccines for influenza, an approach
that represents a promising step forward toward a
universal influenza vaccine.™ Since influenza viruses
change rapidly, influenza vaccines are updated and
produced annually to protect against the virus strains
that will be most common that year. In animal studies,
researchers at NIH/NIAID were able to elicit an immune
response to sites within influenza viruses that are
shared across different influenza strains and that
typically don’t change very much over time, despite

Two types of influenza viruses—influenza
A and influenza B—cause illness and
death in people. Seasonal influenza
vaccines have traditionally included three
strains of influenza virus: two strains of
influenza A and one of influenza B.
Quadrivalent influenza vaccines contain
four strains of the influenza virus: two
influenza A strains and two influenza B
strains. During some influenza seasons,
two different influenza B strains may be
circulating, or the B strain selected for
inclusion in the trivalent influenza
vaccine may not be the influenza B strain
that eventually circulates causing illness.
The inclusion of a second B strain
increases the likelihood of adequate

protection against circulating influenza B

ongoing mutations in the virus. This is one of the many
strategies that NIH/NIAID is pursuing toward the
development of a safe and effective universal influenza vaccine, which would potentially
eliminate the need for a new seasonal influenza vaccine each year and could remove the threat
of an influenza pandemic.

Selected Advances in Vaccine Research and Development

Investments in basic biology, immunology, and pathogenesis have provided key insights that
will inform advances in understanding how vaccines work and can be better used to prevent
disease, and in some cases, will inform the creation of new and improved vaccines. The
examples of this research provided below focus on pertussis, pneumococcal, dengue, smallpox,
anthrax, hepatitis C, and adenovirus diseases, and represent just some of the progress being
made in vaccine research and development:

e FDA is conducting research to better understand pertussis disease and the response to
vaccination. Animal models help researchers study the disease, but the current models.
do not adequately reproduce the full spectrum of pertussis seen in people. In 2012, FDA
scientists reported results demonstrating that the baboon provides an excellent model
of clinical pertussis that will allow researchers to investigate how Bordetella pertussis
bacteria cause disease, how pertussis spreads in a population, how it is prevented by
existing vaccines, and how those vaccines may be improved in the future.*® This work
was funded by both FDA and NIH.

151).5. Mational Institute of Allergy and Infectious Diseases {NIAID). {2013). Novel approach for influenza vaccinatian shows promise in early
gnimal testing. Retrleved from fttp:f/www.niaid.nih.gov/news/newsreleases/2013/Pages/FluSelfAssemble.aspx
*¥ warfel, J. M., Beren, J., & Merkel, T. I. (2012). Airborne kransmission of Bordatella pertussls. The Journal aof infectious Diseases, 206(6), 902~

906. Retrieved from http://www.nchi.nim.nih.gov/pubmed/22807521
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s Pneumococcal disease causes hundreds of thousands of cases each year of pneumonia,
meningitis, and blood infections. In an effort to better protect older adults from
pneumococcal disease, NIH/NIAID bégan a study at the end of 2012 to see whether a
dose of a pneumococcal conjugate vaccine higher than what is currently routinely
administered will create a stronger immune response in that age group.”” The Phase Ilb

study continued into 2013.

Dengue viruses, which are transmitted by
mosquitoes, cause 50-100 million illnesses
around the world each year. Although dengue
is not commonly perceived as a disease that
affects the United States, 357 cases of dengue
were reported in the continental United States
in 2012, a 70 percent increase from 2011. Most
‘cases were identified in Florida, California, and
New York. In 2012, NIH/NIAID evaluated a
candidate tetravalent vaccine for dengue and
determined that this vaccine elicits protective
antibodies against all four types of dengue, and
could cost less than 51 per dose to produce.
Phase Il trials to evaluate the safety and
immunogenicity of the vaccine have begun in
Brazil and will begin soon in Thailand.

Though smallpox has been eradicated globally,
the United States maintains a stockpile of
vaccine as a precaution against a potential
outbreak due to intenticnal or unintentional
release of smallpox virus, as a matter of
national security. A collaboration between
NIH/NIAID, ASPR/BARDA, the DoD, and vaccine
manufacturer Bavarian Nordic led to the
production and testing of a next generation

The Role of Vaccines in the Fight against
Antimicrobial Resistance

While antimicrobial drugs have greatly
reduced iliness and death from infections
caused by microbes {such as bacteria),
after many years of widespread use of
antimicrobial drugs, many microbes have
evolved and adapted to the drugs
designed to kill them, making the drugs
less effective or not effective at all,

When infections are prevented, they do
not require the use of antimicrobial
drugs. Therefore, by preventing
infections, vaccines could be a useful part
of the approach to address the growing
preblem of antimicrobial resistance.
Several vaccines protect us against
bacteria, such as the pneumococcal
vaccine, which prevents pneumococcal
disease by creating protection against the
bacteria Streptococcus pneumonide.

References:

U.5. Centers for Disease Control and Prevention.
(2013). About ontimicrobial resistance: A brief
overview. Retrieved from
htip://www.cdc.gov/drugresistance/about.html

smallpox vaccine, Imvamune. Imvamune is designed to be safer than previous smallpox
vaccines as it does not replicate in human cells. In addition, Imvamune is in the
Strategic National Stockpile and has the potential to be used during a declared
emergency under Emergency Use Authorization in individuals with human
immunodeficiency virus (HIV) or atopic dermatitis, all age ranges including pregnant
and nursing mothers.

s To facilitate development of the next generation of anthrax vaccines, ASPR/BARDA is
supporting studies to expand the use of the currently licensed anthrax vaccine,
BioThrax (Anthrax -Vaccine Adsorbed), for postexposure prophylaxis. At present,

7 1.8, National Institutes of Health. (2012}, NIH-funded study to test pneumnococcal vaccine in older adulis. Retrieved from

http://www.nih.gov/news/health/oct2012/niaid-15.htm
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BioThrax is licensed only for general use prophylaxis in persons 18 through 65 years of
age who are at high risk for exposure. It is projected that these studies will be
completed in 2014. ASPR/BARDA is also funding the development of three “next
generation” recombinant protective antigen-based anthrax vaccines, all three of which
received NIH/NIAID support at various stages of development, and one “third
generation” anthrax vaccine based on adenovirus-vectored expression of protective
antigen. The adenovirus-vectored vaccine offers advantages such as nasal route of
administration and potential protection with a single dose. Additional vaccine
candidates are under development and will be evaluated in clinical studies during 2014—
2016. NIH/NIAID-funded researchers are also evaluating novel vaccine technologies to
accelerate immune response and facilitate vaccine delivery to enhance post-event
responses. '

s While we have safe and effective vaccines for the prevention of hepatitis A and hepatitis
‘B, about 3.2 million people in the United States are chronically infected with hepatitis C,
a type of hepatitis for which there is currently no vaccine. Hepatitis C causes liver
disease that can lead to serious health problems including liver damage, cirrhosis, and
liver cancer. In 2012-2013, NIH/NIAID supported a clinical trial to test a hepatitis C
vaccine candidate for efficacy and safety, representing a potential step toward the
develohment of a much-needed vaccine.

s Adenovirus, in most cases, causes cold-like symptoms, but it can also lead to pneumonia
and other serious outcomes. A vaccine against adenovirus was used in U.S. military
recruit trainees until 1996 when the manufacturer of the vaccine stopped production.
Without the availability of this vaccine, respiratory illness in military recruits increased
significantly. DoD worked with FDA and a vaccine manufacturer to develop a new
vaccine, which was licensed in March 2011. Data show that the new vaccine is highly
effective and has led to a large reduction in respiratory illness due to adenovirus in U.S.
troops, who are at higher risk for adenovirus infection because of close living conditions,
and whose training can be significantly disrupted by this disease.

New Vaccine Production Techniques and Vaccine Technologies

Research to produce new and improved vaccines also includes advances in vaccine production
techniques and vaccine technology. Some of the many recent advances, highlighted here,
illustrate how this research can affect the availability of vaccines and the impact they have in
preventing serious infectious diseases:

» Improvements in influenza vaccine production techniques are also strengthening
pandemic preparedness and response. For example, two of the six new influenza
vaccines previously mentioned, Flucelvax and Flublok, are manufactured using new
production techniques. Although these manufacturing processes have been used to
produce other vaccines, they are new for influenza vaccines. Flucelvax is the first
seasonal influenza vaccine licensed in the United States that is produced using cultured

The State of the National Vaccine Plan | 2013 Annual Report
24




U.S. Department of Health and Human Services

animal cells.”™ Flublok is the first seasonal influenza vaccine made using recombinant
DNA technoiogy\and does not require the influenza virus for its production, but rather
uses an insect virus expression system in its manufacturing process.”®  Both
technologies offer the potential for a faster start-up of the vaccine manufacturing
process in the event of an influenza pandemic, and serve to increase the domestic
capacity for influenza vaccine production available for both seasonal and pandemic
response. ' ,

e In 2013, FDA approved the first adjuvanted vaccine for the prevention of H5N1
influenza.”> The vaccine Influenza A (H5N1) Virus Monovalent Vaccine, Adjuvanted, is
for use in people 18 years of age and older who are at increased risk of exposure to the
H5N1 influenza virus. It contains the adjuvant ASQ3, an oil-in-water emulsion. The
adjuvant makes it possible to use a small amount of influenza protein per dose of
vaccine to elicit the desired immune response in an individual fo prevent influenza
disease. Reducing the amount of influenza protein per dose helps to increase the total
number of dosés of a safe and effective vaccine available for the public during a
pandemic. Development of this vaccine was supported by ASPR/BARDA. HHS has
purchased the vaccine from the manufacturer, ID Biomedical Corporation of Quebec,
Quebec City, Canada (a subsidiary of GlaxoSmithKline Biologicals), for inclusion within
the U.S. pandemic vaccine stockpile for distribution by public health officials if needed.

e In 2012, NIH-funded researchers showed that a new silk-based stabilizer can keep
vaccines stable up to 113 degrees Fahrenheit and antibiotics stable up to 140 degrees
Fahrenheit.” This finding could eliminate the need to keep some vaccines and
antibiotics refrigerated, thus reducing the complexity of the “cold chain,” which
involves ensuring that vaccines stay at the right temperature during transport. This
would save money, and the simplified logistics of vaccine distribution could increase
vaccine accessibility to populations in developing countries around the world.

e NIH/NIAID, through the Vaccine and Treatment Evaluation Units and in partnership
with vaccine developer and manufacturer Sanofi Pasteur and medical technology
company Becton Dickinson and Company, contributed to the development of a new
way to deliver influenza vaccine — intradermal injection (through the top layer of skin)
rather than intramuscular injection {through an injection into the muscle). This method
requires less antigen — the active ingredient in vaccines — and in the case of influenza
vaccines, also could be helpful in the event of a vaccine shortage. By using less antigen
in each vaccination, more vaccine can be produced from a given or limited supply of
antigen.  Fluzone Intradermal, an influenza vaccine that is delivered through

8 US. Food and Drug Administration. (2012}, FDA approves first seasonal influenze vaccine monufoctured using cell culture technology.
Retrieved from http:/fwww.fda.gov/newsevents/newsroom/pressannouncements/ucm328982.htm

® U5, Food and Drug Administration. {2013). FDA approves new seasonal influenza voccine muade using novel technology. Retrieved from
http:/fwww.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm335891.htm

“ U.5. Food and Drug Administration. {2013}, FDA aepproves first odjuvanted vaccine for prevention of HSN1 avian influenza. Retrieved from
http://www fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm3 76444, htm

# .. National Institute of Biomedical tmaging and Bioengineering. {2012). Vaccine and antibiotics stabilized se refrigeration is not needed —
NIH study. Retrieved from http://www.nibib.nih.gov/news-events/newsroom/vaccine-and-antihiotics-stabilized-so-refrigeration-not-needed-
9%E 2%80%93-nih-study
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intradermal injection, was licensed by FDA in 2011. It is safe and provides a similar level
of protection against influenza as traditional intramuscular injection of the vaccine.

e In 2012, FDA convened its Vaccines and Related Biological Products Advisory Committee
to examine the role of emerging technologies for detecting adventitious agents in
assessing whether novel human tumor-derived cell-line substrates are suitable for
vaccine production. The scientific experts who constituted the committee recognized
that human-tumor derived cell lines could be an important addition to the repertoire of
cell substrates for the manufacture of viral vaccines, and safety concerns of the
potential applications of the new technologies have been adequately addressed by FDA.
The use of these cell lines is important to advance the development of various vaccines,
such as those for the prevention of HIV and influenza, including pandemic influenza.

SMART Vaccines

As technological opportunities emerge and patterns of disease change over time, it can be
difficult for policy makers to decide how best to invest in new vaccine development and
introduce new vaccines into routine and campaign immunization programs. In 2012 the IOM,
with support from NVPO, began developing a decision-support tool for prioritizing vaccine
targets for development and use. In a novel approach for IOM, its Committee on Identifying
and Prioritizing New Preventive Vaccines for Development developed software, called Strategic
Multi-Attribute Ranking Too! for Vaccines, or SMART Vaccines.?’

The SMART Vaccines software makes it possible for decision-makers to develop and test
hypotheses and assumptions, weigh competing values, and explore alternative scenarios and
vaccine attributes to assist in setting priorities for vaccine targets for development and
introduction. Users can take into account multiple factors, including health, economic,
demographic, scientific, and policy considerations, and to assess their relative rank among a
range of factors. The tool allows the flexibility of factoring in values such as aiming to eradicate
or eliminate a disease. Users are also able to generate information on cost-effectiveness,
premature deaths averted, and gains in worker productivity, among other topics of importance
to vaccine development and introduction. Using this model, SMART Vaccines has the potential
not only to guide discussions regarding vaccine goals, but also to provide a common platform
for determining priority areas of national and global interests.

After a period of testing and refinement, SMART Vaccines 1.0 was made available in September
2013 for public use. In the next phase of development, launched in December 2013, a targeted
group of users will be guided through SMART Vaccines, using realistic and specific scenarios and
vaccine candidates, which will help guide further development of the tool. The IOM committee
that guided development of the software wrote, "We hope to inspire a community of users
‘who will improve, enhance, and potentially manage the capabilities of this product." The
SMART Vaccines software is now available to the public for download and use online through
the National Academy of Sciences website at http://www.nap.edu/smartvaccines. (exit iink disclaimer)

2 Natlonal Research Councll. {2013). Ranking vaccines: A priorifization software tool: Phase Il Prototype of o decision-support system.
Washington, DC: The National Academies Press. Retrieved from http://www.nap.edu/catalog.php?record id=13531 {exit link disclaimer)
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Vaccine Research and Development: Doing Better than Nature
By Anthony S. Fauci, MD
National Institute of Allergy and Infectious Diseases, NIH
U.S. Department of Health and Human Services

A key challenge for vaccinologists is developing vaccines against microbes for which the
Immune response to natural infection does not adequately controi or eliminate the pathogen
in question. For many pathogens for which effective vaccines have been developed—inciuding
smallpox, measles, and polio—the human immune system can generate a response that clears
the infection and confers lifelong protection against reinfection. This natural proof-of-concept
has led to a fundamental tenet of vaccinology: To develop an effective vaccine, one should
mimic natural infection, without causing disease. However, when natural immunity does not
adequately protect against a pathogen, vaccines must be designed to induce “unnatural
immunity” —that is, an effective immune response that natural infection either does not elicit,
or does so poorly.

Two well-recognized examples of infections for which natural immunity falls short are HIV and
influenza.

Broadly neutralizing antibodies are made by approximately 20 percent of HIV-infected
individuals, and only after two or more vears of infection. It is believed that components of
the HIV envelope that must be targeted for viral neutralization are not presented to the
immune system during natural infection in a manner that rapidly induces a protective
response. The challenge for vaccinologists is to present those components of the viral
envelope to the immune system in a form that is recognizable and that will elicit a robust
response, much better than the response to natural infection.

Similarly, with influenza, despite repeated exposures over one’s lifetime to both influenza
infections and vaccines, most people are not protected against all emerging influenza strains.
Current vaccines target components on the head of the influenza hemagglutinin spike protein
that are readily accessible to the immune systemn but that constantly evolve and escape from
previously induced immune responses. Recently, scientists have identified conserved
components on the stem of the hemagglutinin spike that are capable of inducing broadly
protective responses, but are shielded from the immune system during natural infection and in
response to classic influenza vaccines by other confounding molecules. The challenge now is
to present this conserved stem region of the hemagglutinin to the immune system in a way
that is structurally unencumbered and that will induce a broadly protective immune response,
here again, a response that is even better than the response to natural infection.

Thus, with the scientific tools available today, we now can develop vaccines that improve on
natural immunity, bringing vaccinology squarely into the 21% century.
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New Business Models for Vaccines
Targeting Diseases in Low-income Countries
By Marie-Paule Kieny, MD
Assistant Director-General, Health Systems and Innovation
World Health Organization

There is no doubt that vaccination is among the most effective public health interventions—
being accountable for the eradication, elimination, or control of many pathogenic agents that
represented in the past major scourges for mankind—and that vaccines are also among the
most cost-effective tools available to reduce global disease burden.

Yet vaccines are “special.” They currently nearly exclusively target healthy persons, and among
those, mainly infants and children. There is therefore an expectation that they should be 100
percent safe—which no intervention ever is. Vaccination is also a global public good. Indeed,
vaccination of an individual also protects to a certain degree the family and friends of that
person, and vaccination of many protects the community, through what is referred to as “herd
immunity.” Therefore, it is important to research and develop new vaccines, to improve the
effectiveness and safety of those that are already available, to study how best to reach all
populations in need, and to advocate for universal vaccination. This last peint is critical to avoid
the development of “free-rider” comportments {“why vaccinate my child and take any risk of
side effects, if all children in the neighborhood are immunized?”), which could compromise
today’s impressive gains.

The U.S. 2010 National Vaccine Plan has very ambitious objectives in terms of fostering vaccine
research and development. It intends to develop evidence-based processes to prioritize
investment, to advance the science of vaccines and of human immunology, to develop new
production and administration methods, as well as to establish new evaluation criteria. All
these are valuable goals, and they will benefit children and other populations in the United
States, and also in other countries. They also hold promise for protecting children where the
toll of infectious diseases is the largest: in developing countries.

But the development of vaccines needed in low-income countries also needs new thinking in
terms of research and development. Indeed, traditional market approaches fail to deliver
technologies for diseases that affect predominantly developing countries. This is the purpose
of the Global Strategy and Plan of Action for Public Health, Innovation and Intellectual Property,
endorsed by the World Health Assembly in 2009, as well as of intense international
negotiations around recommendations of the Consultative Expert Working Group on Research
and Development: Financing and Coordination. New models are thus being elaborated, and
demonstration projects are being proposed to address the above challenge, with active
participation of the United States in this endeavor within WHO's processes. Moving along the
path of the great success of the MenAfriVac meningitis A vaccine (developed for Africa by a
consortium of willing partners, and used today in more than 100 million people), these novel
approaches have potential to expand the benefits of vaccination to eliminate or control many
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infectious diseases that affect developing countries, such as HIV/Acquired Immunodeficiency
Syndrome (AIDS), malaria, tuberculosis (TB), and schistosomiasis, to name only a few.
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Overcoming the Complexity of Vaccine Development for Global Health
By Trevor Mundel, MD, PhD
President, Global Health Program
Bill and Melinda Gates Foundation

Worldwide, immunization coverage has never been higher, and vaccines are saving more lives
than ever. Yet every 20 seconds a child still dies from a disease that could be prevented by a
vaccine, '

Overwhelmingly, the burden of infectious diseases continues to fall on poor countries, in part
because the technology hurdles associated with producing vaccines for developing countries
are much higher than in wealthy countries.

Not only must vaccines for the developing world be safe and effective, but they must also be
affordable, and possess other attributes essential for low-infrastructure settings, including
single-dose efficacy, thermostability, ease of administration, prolonged shelf life, and low-
volume packaging.

Often, innovations in these areas occur incrementally. The new ROTAVAC rotavirus vaccine,
which recently concluded successful Phase |ll clinical trials in India, is expected to have
enormous life-saving potential—preventing up to 100,000 child deaths a year from the
predominant strain of rotavirus. Scientists are now working on a second-generation rotavirus
vaccine with enhanced thermostability and greater ease of administration.

Building on the success of a three-in-one vaccine for diphtheria, whooping cough, and tetanus,
a five-in-one vaccine added protection against two other deadly diseases, hepatitis B and
Haemophilus influenzae type b (Hib) {which causes meningitis and pneumonia).

A six-in-one vaccine, which also immunizes against polio, is available in some markets. And
researchers have now set their sights on an eight-in-one vaccine that would add protection
against pneumococcal disease and rotavirus.

Innovative partnerships with vaccine manufacturers are also critical in getting lifesaving
vaccines to children in developing countries. A nearly two-thirds drop in the cost of the five-in-
one vaccine, for example, has led to an 18-fold increase in the number of children reached.

Research breakthroughs, such as high-throughput DNA sequencing technologies and advances
in structural biology, also have the potential to help scientists accelerate the development of
effective prevention and treatment measures for global health.

The biopharmaceutical company Atreca is working on a platform to identify the antibodies
produced in humans during immune responses, which can be useful in creating new vaccines,
drugs, and diagnostics to tackle infectious diseases like tuberculosis, HIV, and malaria. And
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advances producing human antibodies in mice (known as transgenic platforms) hold promise
for accelerating vaccine development by informing the design of vaccines for humans.

Other areas of promise include enabling technologies that decrease production costs of
vaccines and other biopharmaceutical products, and computer simulations that help increase
mammalian cell culture-based production.

With more of the right investments, we have the potential within a generation to create a
more equitable world where all people have the opportunity to build a healthy and productive
life. '
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Goal 2: Enhance the Vaccine Safety System

In this section:

32

Vaccine Safety Signals and Adverse Reactions

Research on the Administration and Use of Different Childhood Rotavirus Vaccines for
Ensuring Safety and Effectiveness

Feature: Examining the Safety of the Childhood Immunization Schedule

Feature: Using Electronic Health Data to Monitor Vaccine Safety

Commentary: Advances in the Science, Surveillance, and Safety of Vaccines, by Dr.
Margaret Hamburg '

Commentary: The Vaccine Safety Data System, by Dr. Marie McCormick
Commentary: Vaccine Safety: Evidence and Belief, by Dr. Harvey Fineberg
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Background _

The development, production, and use of safe and effective vaccines are the cornerstone of
any immunization program. As vaccines are recommended for use among large populations,
ensuring the safety of vaccines is absolutely critical. Vaccines undergo rigorous testing to
determine safety and effectiveness in support of their licensure. Vaccines continue to be
monitored closely after they are licensed and in use. In recognition of the continuing need to
strengthen our ability to detect and address potential adverse events associated with vaccines,
there are aspects of our vaccine safety system addressed within each of the five goals of the
National Vaccine Plan. :

The vaccines that are part of today’s infant, childhood, adolescent, and adult immunization
schedules are very safe, and severe adverse events related to vaccines and immunization are
rare. To ensure that remains the case, several agencies within HHS continue to enhance safety
maonitoring systems, conduct research related to vaccine safety, and develop new strategies to
detect adverse events quickly. The overall goal of this work is to determine whether
immunizations are causing adverse events, and if so, to minimize their occurrence. Examples
of recent achievements, provided below, demonstrate HHS's commitment to ensuring the
safety of vaccines. In addition to the efforts outlined in this section, NVPO works on an
ongoing basis to foster communication and collaboration across HHS agencies and with
partners in the DoD and VA to improve our overall vaccine efforts and our response to safety-
related issues.

Recent Accomplishments and Progress

Vaccine Safety Signals and Adverse Reactions

Minimizing the occurrence of adverse events from immunization and the early detection of
vaccine safety signals is crucial to the success of the U.S. vaccine safety system. A number of
systems and initiatives are in place to enhance rapid detection. Several components of this
system—such as the Vaccine Safety Datalink (VSD}, a collaborative effort between the Centers
for Disease Control and Prevention {CDC) and nine managed care organizations; the Vaccine
Adverse Event Report System {VAERS) managed by FDA and CDC; and the VA’s web-based
Adverse Drug Event Reporting System—have a long-established place in vaccine safety
surveillance. Some new and important components have been added in the past few years
and are providing valuable new information on vaccine safety:

» The Vaccines and Medications in Pregnancy Surveillance System (VAMPSS), which has
received financial support from HHS, was created in 2010 through a collaborative effort
between nonfederal partners. VAMPSS monitors the safety of vaccines and
medications administered during pregnancy. VAMPSS activities are informed by an
advisory committee that includes representatives from CDC and NIH.

e FDA's Post-Licensure Rapid Immunization Safety Monitoring (PRISM), a component of
the agency’s broader product safety Sentinel Initiative, was initiated in 2009 to monitor
the safety of the H1N1 pandemic influenza vaccine by linking four health care data
systems to immunization registries. PRISM was integrated into FDA's Mini-Sentinel
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program in 2010 to strengthen ongoing federal vaccine safety monitoring that in 2013
covered more than 100 million patients.

e The Indian Health Service {IHS) Influenza Awareness System was created in 2009 and
monitors potential adverse events associated with influenza vaccines. This system
encompasses approximately 1.2 million American indian/Alaska Native people who

receive care from IHS-funded facilities.

An example of how these systems complement each
other can be found in a study led by NVPO and
published in March 2013.” 1In an effort to get a better
estimate of the occurrence of a rare adverse event,
Guillain-Barré syndrome (GBS}, following influenza
vaccination, the study examined the association
between the 2009 pandemic HIN1 influenza vaccine
and GBS. The study was conducted using data from
CDC’s Emerging Infections Program, Centers for
Medicare and Medicaid Services (CMS) Medicare
claims data, the VSD, PRISM, the DoD, and the VA,
Data from these U.S.-supported adverse event
monitoring systems were collected and analyzed to
show that a very small increase in risk of GBS could be
attributed to the vaccine, amounting to 1.6 excess
cases of GBS per million people vaccinated. Despite
this very small increase in risk, the bhenefits of
immunization against pandemic influenza greatly

Guillain-Barré Syndrome (GBS) is a rare
neurological disorder in which attacks by
the body’s own Immune system cause
nerve damage, often leading to weakness
and even paralysis. In the United States,
GBS affects about 80 to 160 people a
week, regardless of vaccination. A
number of illnesses have been found to
trigger GBS and, rarely, some vaccines
have been found to cause GBS. Two-
thirds of the individuals who develop GBS
do so a few days or weeks after being sick
with diarrhea or a respiratory infection,
such as influenza, the bacterium
Campylobacter jejuni, or Epstein Barr
virus.

Reference:
MedlinePlus. {2013). Guiifain-Barre syndrome.
Retrieved from

hitp://www.nlm.nih.pov/medlineplus/ency/article/
000684.htm

outweigh the risks. For instance, officials estimate that
in 2009, the pandemic HIN1 vaccine prevented
between 700,000 and 1.5 million cases of influenza,
kept 4,000 to 10,000 people from hospitalization due to influenza-related symptoms and
prevented 200 to 500 deaths.

In another example of complementary vaccine safety monitoring systems, in 2013, two vaccine
safety systems, VSD and PRISM, were used by CDC and FDA to study whether intussusception, a
type of bowel blockage most common among children under 2 years, was associated with
rotavirus vaccines (RotaTeq and Rotarix). These safety assessments were undertaken to better
quantify the potential risk of intussusception among U.S. children. [n 1999, a different rotavirus
vaccine, RotaShield, was voluntarily withdrawn from the U.S. market by the manufacturer
because of an association with intussusception. Prior to FDA licensing of RotaTeq and Rotarix,
the risk of intussusception was assessed in large clinical trials of more than 60,000 children for
each vaccine. No increased risk for intussusception was observed for either vaccine. However,

2 salmon, D. A., Proschan, M., Farshee, R., Gargiullo, P, Bleser, W., Burwen, D. R., Cunningham, F., ... HIN1 GBS Meta-Analysls Working Group.
{2013). Association between Guillain-Barré syndrome and influenza A (H1N1) 2009 monovalent inactivated vaccines in the USA: a meta-
analysis. Lancet, 381{9876), 1461-1468, Retrieved from http://www.ncbi.nlm.nih.gov/pubmed/23498055
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several post-licensure studies conducted in other countries subsequently suggested potential
increased risk of intussusception after both Rotarix® and RotaTeq®. Using VSD data, CDC was
able to determine the association of monovalent rotavirus vaccine with intussusception that
was approximately 1 extra case of intussusception for every 20,000 children fully vaccinated,
and provided the Advisory Committee on Immunization Practices (ACIP) with this new
information. VSD data did not uncover an increased risk of intussusception following RotaTeq.
FDA Mini-Sentinel researchers observed 1 to 1.5 additional cases of intussusception per
100,000 first doses of RotaTeq. The data from the Mini-Sentinel PRISM study regarding the
risk of intussusception following the use of Rotarix were inconclusive. FDA approved required
revisions to the Prescribing Information and Patient Information for RotaTeq as a result of the
new safety data from this Mini-Sentinel PRISM study and publicly communicated that the
benefits of RotaTeq and Rotarix vaccination continue to outweigh the risks associated with
vaccination, including the risk of intussusception. FDA also provided the ACIP with its study
results. These findings were considered by ACIP, which concluded that the benefits of either
rotavirus vaccine continue to outweigh the risks associated with vaccination, including the
small excess risk of intussusception. More information on FDA’s findings, VSD, and PRISM can
be found below.

Research on the Administration and Use of Different Childhood Rotavirus
Vaccines for Ensuring Safety and Effectiveness

Physicians and other immunization providers who switch between vaccines made by different
companies or administer sequential vaccinations using different delivery methods may raise
concerns regarding both effectiveness and safety, An example can be found in the prevention
of rotavirus, for which there are two licensed vaccines in the United States—Rotarix and
RotaTeq—that have different dosing schedules. To understand the clinical implications of this
practice, NIH/NIAID is conducting a study with these two different rotavirus vaccines to assess
safety and effectiveness when the vaccines are interchanged during sequential vaccinations.
Additionally, in August 2011, NIH published the results of a study conducted during the 2005-
2006 and 2006-2007 influenza seasons that showed children under the age of 3 receive the
same protection against influenza from two doses of seasonal influenza vaccine regardless of
whether they receive two different vaccines during the two-dose series, providing reassurance
for parents that their children will still be protected using two different influenza vaccines.”

Examining the Safety of the Childhood Immunization Schedule

Through the use of recommended childhood vaccines, the rates of most vaccine preventable
diseases in children are at historic lows. However, it is important to continuously monitor the
safety of vaccines for possible side effects or very rare adverse effects to fully protect the
health of children. HHS is committed to ensuring the safety of vaccines, when administered
according to the childhood immunization schedule. In early 2013, two key findings were

# 1.5, National Institute of Allergy and Infectlous Diseases {NIAID). {2011). Any prime-boost mix of injected or spray flu vaccine shields toddlers.
Retrieved from http://www.niaid.nih.gov/news/newsreleases/2011 /Pages/fluMixMatch.aspx
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released reinforcing the safety of the childhood schedule, The results of the investigations, one
conducted by the IOM at the request of NVPO and the other by CDC, reaffirmed the overall
safety of childhood vaccines, and the safety of the timing of the recommended childhood
immunization schedule.

The results of the IOM and CDC studies directly address parents’ concerns regarding the
childhood immunization schedule. Parental vaccine-related safety concerns include children
receiving too many vaccines before their second birthday,
the administration of many vaccines in one doctor visit,
and the possibility of a link between vaccines and learning
disabilities. Some parents of young children report
refusing or delaying vaccines, believing that delaying | €DC.
vaccine doses is safer than following the recommended immunization schedule. In a study
conducted using the VSD and published in March 2013, the health care utilization patterns of
under-vaccinated children aged 2 to 24 months were examined.” The study found that under-
vaccination in children is a growing trend, with the percentage of children in the study
population that spent any time under-vaccinated increasing from 41.8 percent in 2004 to 54.4
percent in 2008. The study also found that under-vaccinated children had fewer outpatient

An under-vaccinated individual has
not received all recommended
vaccines according to immunization
schedules recommended by ACIP and

visits but higher inpatient admission rates than fully
vaccinated children. The patterns in health care usage
found through this study shed light on a complicated
public health challenge and will shape future research
on the safety of alternative immunization schedules.

The 1I0M report on the safety of the childhood
immunization schedule,”® commissioned by NVPO and
informed by the VSD study mentioned above,
emphasized the importance of the childhood
immunization schedule and the utility of the VSD and
other systems to continue to monitor its safety, The
report also encouraged the continued use of the
United States’ vaccine safety monitoring systems to
identify adverse events following immunization. In
another study, CDC, working in collaboration with
public health consuitants Abt Associates, found no
evidence of an association between following the
recommended vaccination schedule during the first

Rates of routine vaccine coverage among
kindergartners have remained near the
Healthy People 2020 goal of 95 percent
for the past two school years. However,
during the 2012-2013 school year, over
91,000 exemptions were reported
among kindergartners. In many states,
parents can request that their child be
exempt from some or all routine vaccines
on the basis of medical, religious, or
philosophical grounds. Exemptions often
cluster geographically.

if the number of unvaccinated children
reaches a certain threshold in a school or
community, outbreaks of vaccine
preventable disease could occur.

Reference:

Seither, R., Shaw, L,, Knighton, C. L., Greby, 5. M., &
Stokley, S, Vaccination coverage among children in
kindergarten — United States, 2012-2013 School
Year. Morbidity and Mortality Weekly Report,
62(30), 607612, Retrieved from
http://www.cdc.gov/mmwr/preview/mmwrhtml/m
me230a3.htm?s cid=mm6230a3 w

* Glanz, J. M., Newcomer, 5. R., Narwaney, K. J., Hambidge, $. 3., Daley, M. ., Wagner, N. M., McClure, D. L, ... Weintraub, E. 5.(2013). A
population-based cohort study of undervaccination In 8 managedcare organizations across the United States. JAMA Pediatrics, 167(3), 274-281.
Retrieved from http://www.ncbi.ntm.nih.gov/pubrmed/23338829

% National Research Council. {2013). The childhood immunization schedule and safety: Stakeholder concerns, scientific evidence, ond future
studies, Washington, DC: The National Academles Press. Retrieved from  hitni//www.lom.edu/Reports/2013/The-Childhood-lmmunization-
Schedule-and-Safety.aspx {exit link disclaimer)
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two years of life and the risk of developing an autism spectrum disorder.”’

It is important to highlight that serious adverse events following immunization are very rare. In
most cases, vaccines do not cause health problems, or cause only mild reactions such as fever
or soreness. To ensure safety, HHS and other partners have developed a robust,
multicomponent vaccine safety monitoring system to detect and evaluate rare serious adverse
events. HHS will continue working with its partners to support and improve these systems to
better understand and continue ensuring the safety of vaccines that are used in the United
States.

Using Electronic Health Data to Monitor Vaccine Safety

Over the past decade, electronic health data has become increasingly available. The use of
electronic health records (EHRs) has enabled CDC to develop one of the nation’s flagship
vaccine safety monitoring systems. Since 1990, the CDC's VSD has been the backbone of post-
marketing U.S. vaccine safety research. It has allowed CDC to quickly assess the safety of
vaccines received by children, adolescents, and adults in an innovative way through active
surveillance of electronic health data, identifying adverse events after vaccination and
assessing risks and risk factors in near real-time. VSD provides scientific expertise and has
been the primary source for population-based evaluations of vaccine safety in the United
States. Results from VSD studies’answer urgent questions about vaccine safety and help guide
interventions and risk management strategies.

The VSD network currently has approximately 3 percent of the U.S. population under active
surveillance (approximately 9 million people) and has an annual birth cohort of approximately
90,000. Since VSD was established, it has accrued, and has access to, approximately 2 billion
patient records and over 137 million vaccination records. VSD investigators publish in the .
medical and scientific literature, with many studies contributing to the evidence used in IOM
reviews of vaccine safety and ACIP policy recommendations. VSD data are presented at public
meetings of federal advisory committees and are published in the peer-reviewed literature,
providing transparency of the monitoring and research processes.

VSD studies have been instrumental in development of U.S. vaccine policy. In the last couple
of years, V5D studies have found that influenza and pneumococcal conjugate vaccines were
associated with febrile seizures in young children, leading to communications and policy
changes; that a rotavirus vaccine was associated with a 1 in 20,000 chance of intussusception;
and that no significant adverse health outcomes have been associated with the human
papillomavirus (HPV) vaccine. VSD identified the significant diversity among children in use of
vaccination schedules other than the schedule recommended by ACIP and CDC, aiding the IOM
in understanding the complexity of their charge to assess the safety of the recommended
childhood schedule; the I0M recommended VSD be used for future studies of the
immunization schedute and health.

¥ peStefano, F., Price, €. 5., & Weintraub, E. 5. (2013). Increasing exposure to antibody-stimulating proteins and polysaccharides in vaccines is
not associated with risk of autlsm. The Journal of Pedlatrics, 163(2), 561-567. Retrieved from http:/fwww.ncbi.nlm.nih.gov/pubmed/23545349
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HHS has further expanded its capabilities to study vaccine safety using electronic health data
with the Mini-Sentinel pilot project. Mini-Sentinel is being sponsored by FDA to create a large
population-based active surveillance system that will help monitor the safety of FDA-regulated
medical products using pre-existing electronic health care data from multiple sources.
Collaborating institutions provide access to data as well as scientific and organizational
expertise.

The PRISM program is the part of Mini-Sentinel that focuses specifically on vaccines. The
association between intussusception and RotaTeqg and Rotarix vaccination was recently
evaluated in Mini-Sentinel’s PRISM program. Intussusception is a serious and potentially life-
threatening condition that occurs when the intestine gets blocked. One portion of the intestine
telescopes into a nhearby portion, causing an intestinal obstruction. The results of this
important study, summarized below, were released in June 2013.

More than 1.2 million RotaTeq vaccinations (507,000 first doses) and 103,000 Rotarix
vaccinations (53,000 first doses) were evaluated among infants 5 through 36 weeks of age.
From 2004 through 2011, potential cases of intussusception were identified from the inpatient
or emergency department settings, and vaccine exposures were identified through electronic
procedure and diagnosis codes.. Medical records were reviewed to confirm intussusception and
vaccination status,

The risk of intussusception was assessed in the periods 1-7 days and 1-21 days after
vaccination. The study identified an increased risk of intussusception within 21 days following
the first dose of RotaTeq, with the majority of cases occurring in the first seven days. No
increased risk was identified after the second or third doses. Based on these results,
approximately 1 to 1.5 additional cases of intussusception would occur per 100,000 vaccinated
U.S. infants within 21 days following the first dose of RotaTeq.

As a result of the new safety data from this Mini-Sentinel PRISM study, FDA required and
approved revisions to the Prescribing Information and Patient Information for RotaTeq and
issued a safety communication to the public explaining the findings. The data from the Mini-
Sentinel PRISM study regarding the risk of intussusception following the use of Rotarix were
inconclusive because of the relatively small number of infants under surveillance who received
Rotarix. However, the Rotarix Prescribing Information includes information on an estimated
risk of approximately 1 to 3 additional cases of intussusception hospitalizations per 100,000
vaccinated infants in the United States within seven days following the first dose of Rotarix,
based on data from a post-marketing active surveillance study conducted in Mexico. The vast
majority of babies who get rotavirus vaccine do not experience any adverse events following
immunization, and the benefits of RotaTeq and Rotarix vaccination continue to outweigh the
risks associated with vaccination, including the risk of intussusception.

% U.5. Food and Drug Administration. {2013). FDA refeases final study resufts of @ Mini-Sentinel postlicensure abservational study of rotavirus
vaccines and intussusception, Retrleved from http:/fwww.fda.gov/BiclogicsBloodVaccines/SafetyAvallability/ucm356758.htm
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FDA’s PRISM program is establishing a national system for active vaccine safety surveillance
within Mini-Sentinel, a system that includes data from more than 100 million patients in the
United States. PRISM addresses key gaps in existing vaccine safety monitoring capabilities in
the United States by assembling a nationally representative surveillance population with very
large size and statistical power, and by capturing data from sources outside traditional health
care systems.
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Advances in the Science, Surveillance, and Safety of Vaccines
By Margaret Hamburg, MD
Commissioner of Food and Drugs, FDA
U.S. Department of Health and Human Services

Vaccines play a critical role in protecting people of all ages from serious and sometimes deadly
diseases. Because vaccines play such an important role in public health, vaccine safety is one of
our highest priorities at FDA. FDA begins its evaluation of vaccine safety before a vaccine is
even studied in human clinical trials and continues the evaluation as long as a vaccine is on the
market. Once clinical trials begin, and throughout the clinical trial process, physicians and other
scientists at FDA’s Center for Biologics Evaluation and Research {CBER} carefully assess the
emerging safety information as well as information on effectiveness. FDA may license a vaccine
only after clinical studies demonstrate that it is safe and effective. After licensure, physicians
and other experts at FDA/CBER continue to evaluate safety information from any post market
clinical trials and from routine use of the vaccine.

FDA has many tools to continually evaluate the safety of vaccines. One of the ways we monitor
for safety is through the VAERS, which is jointly managed by FDA and CDC. Anyone can report
adverse events following vaccinations, and we encourage reporting because it helps us better
understand and identify potential emerging safety issues. FDA also combines data mining of
adverse event reports with clinical review of individual cases to detect new safety issues, which
are known as “safety signals.” Such issues may trigger additional evaluation. FDA calls this a
“life-cycle” approach to vaccine safety because monitoring continues as long as the vaccine
remains on the market.

To further enhance the evaluation of vaccine safety signals, FDA now utilizes the PRISM system,
which is the vaccine safety component of the FDA’s Mini-Sentinel program. PRISM is the largest
vaccine safety surveillance system in the United States, with active observation of a
representative subset of the general population. Because PRISM has access to historical
information for over 100 million people, FDA is able to identify and analyze rare health
outcomes that have previously been chalienging to assess.

With PRISM, we have greatly advanced vaccine safety surveillance. For example, beginning in
2010, several epidemiological studies conducted outside the United States suggested that
intussusception, a potentially life-threatening intestinal condition, might be linked to use of U.S.
licensed rotavirus vaccines. Such information led FDA to initiate the largest study of this issue
in PRISM to guantify the potential risk of intussusception after administration of rotavirus
vaccine among U.S. children. Less than three years later, the PRISM system reported
conclusions from an analysis of more than 1.2 million RotaTeq (rotavirus vaccine, live, oral,
pentavalent} vaccinations among infants 5 through 36 weeks of age. The study identified an
increased risk of intussusception 21 days following the first dose of RotaTeq, with the majority
of cases occurring in the first 7 days. As a result, FDA required a safety labeling change in the
Prescribing Information and Patient Information for RotaTeg. The label now describes
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important signs and symptoms of intussusception as well as the risk attributed to vaccine use.
Safety data had previously indicated a risk of intussusception with use of another U.S. licensed
rotavirus vaccine, Rotarix, leading to a similar Jabeling change. It is important to note that the
risk of intussusception is small, and the benefits 'of these rotavirus vaccines continue to
outweigh the risks.

FDA devotes considerable scientific expertise to monitoring and evaluating reports of potential
adverse events following vaccination. Now, the PRISM system can significantly decrease the
time between safety signal identification and evaluation. PRISM has also increased the
precision of risk estimates, which better inform FDA in actions it may take to protect and
promote the health of the American public.
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The Vaccine Safety Data System
By Marie C. McCormick, MD, ScD
Sumner and Esther Feldberg Professor of Maternal and Child Health, Department of Social and
Behavioral Sciences, Harvard School of Public Health
Professor of Pediatrics, Harvard Medical School
Senior Associate Director of the Infant Follow-up Program, Boston Children’s Hospital

The response to the pandemic of influenza due to HIN1 with a rapidly developed vaccine
presented a substantial challenge for monitoring its safety. This challenge required a major,
rapid expansion of surveillance strategies. Under the aegis of an interagency coordinating
committee, surveillance techniques and analyses developed by CDC and FDA were extended to
data from DoD and VA, and IHS, and a new network was developed to link vaccine registries
with medical records obtained from insurance firms.”® The success of this endeavor to provide
timely oversight, and eventually, reassurance about the safety of the vaccine rested on the
almost two decades of development and methodological investment in monitoring vaccine
safety. :

After the investigations that lead to the licensing of a vaccine, the mainstay of post-marketing
surveillance is the mandated reporting of adverse events following vaccines, a reporting system
jointly overseen by CDC and FDA was created, VAERS.® Because it is a passive reporting
system, VAERS incurs a humber of limitations including variable clinical information, potential
underreporting and overreporting, vague descriptions of adverse events, uncertainty about the
generalizability of the information, lack of data on concomitant exposures and supportive tests,
and, perhaps most importantly, major limitations in assessing the causal relationship between
vaccine exposure and the adverse event. To address these deficiencies, CDC began to explore
the use of large linked databases consisting of computerized medical records with information
on both vaccines and health events. This experience led to a partnership between CDC and
several health maintenance organizations (HMOs) to create a mechanism for examining
adverse medical events following vaccine administration, the vsD,** for both descriptive
epidemiological studies of vaccine administration and assessments of causal links between
vaccines and a variety of adverse outcomes. Further work led to the development of analytic
techniques for surveillance of adverse events rapidly.*

The experience with the H1N1 surveillance highlighted both the potential of the new
surveillance techniques as well as some of the challenges of expanding coverage that point to

* salmon, D. A., Akhtar, A., Mergler, M. 1., Vannice, K. S., lzurieta, H., Ball, R., .. H1N1 Working Group of Federal Immunization Safety Task
Force, (2011). immunization-safety monitoring systems for the 2009 HIN1 monovalent influenza vaccination program. Pedigtrics, 127{Suppl 1),
578-86. Retrieved from http://www.ncbi.nlm.nih.gov/pubmed/21502251

* Chen, R. T., Rastogi, . €., Mullen, . R,, Hayes, 5. W., Cochl, 5. L., Donlon, L. A, & Wassilak, S. G. (1994). The Vaccine Adverse Events Reporting
System (VAERS}. Vaccine, 12{6}, 542-550. Retrieved from http://www.ncbi.nlm.nih.gov/pubmed/8036829

# Chen, R. T., Glasser, J. W., Rhodes, P. H., Davis, R. L., Barlow, W. E., Thompson, R. S., ... Hadler, $. C. {1997}. Vaccine Safety Datalink project: A
new tool for improving vaccine safety monitoring in the United States. The Vaccine Safety Datalink Team. Pedfatrics, 99(6}, 765-773. Retrieved
from http://www.ncbi.nlm.nih.gov/pubmed/9164767

2 ¥ih, W. K., Kulldorff, M., Fireman, B. H., Shui, |. M., Lewis, E. M., Klein, N. P., ... Lieu, T.A. (2011}, Pediatrics, 127( Suppt 1), S54-64. Retrieved
from http://www.ncblnlm.nih.gov/pubmed/ /21502352
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the future. First, the rapid implementation of analytic capacity in systems with EHRs {both
medical records and registries) points to the potential for broader surveillance with the
expansion of EHRs more generally. In particular, broadening the reach of the systems will
permit better understanding of the risk of adverse events in smaller, potentially vulnerable
populations. This approach is being developed in a pilot project, the FDA Mini-Sentinel.*

However, as the HIN1 experience revealed, including populations that have not previously
been covered requires additional methodological work to be assured of the validity of the
diagnoses for adverse events related to vaccines rather than reflections of other, coexisting
maorbidity. Second, the diagnostic coding system is currently less than optimal for examining
vaccine safety on some groups, especially pregnant women, and additional strategies may be
needed for this important subgroup, such as that developed for HIN1. Moreover, timeliness
remains an issue. Although the vast majority of potential adverse reactions to the HIN1
vaccine were rapidly eliminated, assessing the causal connection in the remaining few was not
completed until three years after the roll-out of the vaccine. Improved timeliness of
assessment may occur with some of the methodological work needed to refine the precision of
detecting adverse events related to vaccines. However, improved timeliness and accuracy of
establishing vaccine-related adverse events will also require laboratory methods to validate
the epidemiologic findings, and new characterizations at the genetic or immunologic levels of
the risk for adverse events, as outlined in the National Vaccine Plan.

* Mini-Sentinel. {2011). Mini-5entinel. Retrieved from htip://www.mini-sentinel.org/ {exit link disclaimer}
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Vaccine Safety: Evidence and Belief
By Harvey V. Fineberg, MD, PhD
President, Institute of Medicine

Over the past 35 years, the Institute of Medicine has conducted more than 60 studies related to
vaccine safety. Two years ago, a committee of experts reviewed possible adverse effects of
eight vaccines, assessing the possible relation to immunization of 158 specific health
problems.*® Some vaccines were found to cause anaphylaxis in rare instances. The committee
found evidence sufficient to favor rejection of a causal association in five instances, including
measles, mumps, and rubella vaccine {MMR) and autism, and inactivated influenza vaccine and
asthma. While few health problems are clearly associated with vaccines and some putative
associations can be rejected based on evidence, in the majority of cases evidence was
inadequate to accept or to reject a causal relationship.

Physicians and public health champions, mindful of the devastating consequences of vaccine
preventable illness and the profound role of vaccines in saving lives and increasing life
expectancy, stress the few demonstrated associations of adverse events and vaccines and the
enormous value of vaccines for health. And yet, some individuals and groups in the United
States reject immunization for themselves and their children. Some are convinced of an
association because the timing of an adverse event's presentation followed soon after
immunization, such as the first symptoms of autism appearing a few weeks or months after
immunization and a febrile reaction—and no amount of epidemiological evidence will dislodge
this conviction. Others may be suspicious of science, resist all medical interventions on the
basis of religious belief, or simply believe that avoiding vaccines is the safer course for their
child, especially when the evidence is inconclusive on most possible side effects.

Identifying potential adverse events in connection with vaccines depends in the first instance
on surveillance and reporting. Surveillance tools that have been developed and deployed over
the years include VAERS jointly administered by CDC and FDA, the VSD that connects electronic
data systems at selected health maintenance organizations with CDC, and the PRISM system at
FDA. Although these systems each have their limitations, they can help trigger attention to
possible side effects and aid in their assessment.

Confidence in vaccine safety requires more than surveillance and reporting in real time, In light
of the paucity of strong conclusions about possible vaccine side effects, continued and selective
investment in epidemiologic and other investigations into the risks of immunization will be
necessary. A scientific research design is generally intended to test whether an effect is
present, or more precisely, whether the evidence for an association is sufficient to reject the
assumption of no causal association. However, insufficient evidence for a causal connection is
not the same as evidence for the absence of any association. About the best one can do is to

34 . . )
National Research Council. (2012}). Adverse effects of vaccines: Evidence and cousofity. Washington, DC: The National Academies Press.
Retrieved from http://www.iom.edu/Reports/2011/Adverse-Effects-of-Vaccines-Evidence-and-Causality.aspx (exit #ink disclaimer)
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estimate, based on the evidence, the probability that the frequency of an adverse event is less
than a specified, low level. This may be enough for the physician who weighs the public health
and personal health benefit against a very low risk, but not enough to satisfy a wary parent.

Continued, candid, and open communication is also an essential ingredient to a successful
vaccine safety regime. This means more than the experts explaining the benefits and risks to
parents and families. It means listening carefully to the anxieties and doubts, staying true to
the strength of evidence without exaggeration or misrepresentation, and reporting fully and
fairly on scientifically sound investigations into possible adverse events.
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Goal 3: Support Communications to Enhance Informed
Vaccine Decision-Making

In this section:

48

Research on and Development of Communication Strategies

Vaccine Communications to the Public and Key Intermediaries

Vaccine Communications to Policy Makers

Feature: Understanding Adult Vaccine Decision-making: Insights from Recent Research
Feature: Vaccines.gov '

Commentary: Understanding Parental Decision-making about Vaccines: A Neglected
Research Area, by Seth Mnookin

Commentary: Communications and Vaccines, by Dr. K, Viswanath
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Background
Developing communication that effectively informs vaccine decision-making, promotes public

support for vaccines, and increases compliance with immunization recommendations is a
complex process. Developing effective communication is also profoundly important in
reaching immunization coverage goals and protecting the health of people in the United
States. Goal 3 focuses on developing communications and disseminating materials and
messages that provide accurate, timely, transparent, and audience-appropriate information
about vaccines and vaccination.

Through its work in communications in this area, HHS and its partners have set out to reinforce
the importance of vaccines and help people make decisions about immunization for
themselves and their families across the United States—and the world, A few examples of
these communication efforts can be found in this section. [n order to facilitate collaboration
and coordination among agencies, NVPO works to ensure that vaccine communicators are
connected and sharing information, aligning communications efforts across HHS.

Recent Accomplishments and Progress

Research On and Development of Communication Strategies

Research can help us better understand the nature of vaccine decision-making and the factors
that support such decisions. An example of this research is work being undertaken by NIH to
examine strategies to provide information about the health benefits of the HPV vaccine and to
address misinformation that sometimes surrounds the HPV vaccine.  NIH-supported
investigators developed a web-based intervention, Go Healthy Girls. - The intervention is being
tested in New Mexico, which is home to many families of Hispanic and Native American
descent and represents a multiethnic population. The goal of the project is to test two
websites—one for parents and another for adolescent girls—that provide accurate information
about the vaccine in order to reduce uncertainty and support informed decision-making about
HPV vaccination. If the project is successful, it may be launched in other locations.

Vaccine Communications to the Public and Key Intermediaries
Over the past two years, several HHS agencies have made
noteworthy progress in creating communication and | Key intermediaries are those in a
educational materials to inform the public of the [ Position to presentimportant heaith
) ) _ information to the public. Health
importance of vaccines. For example, in 2012, the IHS care personnel such as doctors and
partnered with CDC to develop culturally appropriate flyers | nurses are key intermediaries, along
and posters for intermediaries to use to educate American | with important community members,
Indian/Alaska Native communities on the importance of | such as religious leaders.

the influenza vaccine.” In preparation for the 20132014
influenza season, CMS developed educational materials in English and Spanish for use by key

* Centers for Disease Control and Prevention. {2013). Seasonal influenza (flu): Print materials: American Indion and Alaska Natives, Retrieved
from http://www.cdc.gov/flu/freeresources/print-native.htm
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intermediaries and the general public to promote the influenza vaccine and offer tips for
preventing influenza infections. In 2012, [HS also created "Ramona’s Story," a digital story of an
American Indian grandmother who contracted pértussis and passed it along to her infant
granddaughter, communicating the importance of immunization for the whole family.*

FDA developed communication materials for consumers and health care providers on a variety
of topics, of which a few are highlighted here. The agency issued a safety communication on
FDA-required and FDA-approved revisions to the Prescribing Information and Patient
Information for RotaTeq (rotavirus vaccine) explaining the findings of the new safety data from
the Mini-Sentinel PRISM study described in Goal 2. FDA also released “Vaccines for Children: A
Guide for Parents and Caregivers,” which provides an overview of vaccines routinely given to
infants and children, discusses how vaccines work, provides specific information about each
vaccine, and answers common questions.”’ Additionally, FDA provided an update for the public
on influenza vaccines titled “The Evolution and Revolution of Flu Vaccines,” which describes the
manufacturing process for influenza vaccines and the development and FDA-approval of
vaccines that utilize new technologies.*®

In 2013, NVPO supported the creation of communication materials to promote adult
immunization to the public and key intermediaries. In partnership with JBS International, NVPO
gave small grants to 30 community organizations, health clinics, local health departments, and
others. The grantees used their funds to promote immunization to adolescents and adults
through education, communication, and outreach. One project, called “Give It a Shot! Adults
Need Them Too!” in Watertown, New York, included a comprehensive social marketing
campaign to increase community demand for pneumococcal, shingles, and tetanus-diphtheria-
pertussis (Tdap) vaccinations. The project relied on key intermediaries, such as food pantries,
public libraries, and faith-based organizations, to get the message out to the community.

°

Vaccine Communications to Policy Makers

Good decision-making on vaccine policy requires the communication of accurate and timely
information to vaccine policy makers. To meet this need, groups of federal and nonfederal
experts inform vaccine policy in a variety of ways. For example, NIH/NIAID publishes The
Jordan Report: Accelerated Development of Vaccines, which provides a snapshot of vaccine
research and development and offers expert articles on topics related to vaccine development.
The most recent issue of The Jordan Report was published in 2012.%

NVAC, established in 1987, is an advisory group created to provide expert guidance to policy
makers on ail vaccine and immunization issues. Supported at HHS by NVPO, NVAC has also
provided a guiding vision for the National Vaccine Plan and meets three times a year. Since the

* Indian Health Service, (2012). Ramona’s story [Video]. Retrieved from hittp:/fwww.ihs.gov/forpatients/healthtopics/WhoopingGough/

¥ 1.5, Food and Drug Administration. (2013). Vaccines for children — A guide fur parents ond coregivers. Retrieved from
http://www.fda.gov/BiolopgicsBloodVaccines/ResourcesforYou/Consumers/ucm345587.htm

* J.5. Food and Drug Administration. (2013). The evolution, and revolution, of infiuenza vaccines. Retrieved from
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm336267.htm

% 1).5. National Institute of Alterey and Infectious Diseases, {2012). The Jordan report: Accelerated development of vaccines 2012, (NIH
Publication Mo. 11-7778). Washington, D.C. Retrieved from http://www.niaid.nih.gov/topics/vaccines/pages/jordan2012.aspx
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launch of the 2010 National Vaccine Plan, NVAC has made significant contributions to inform
vaccine policy decision-making, authoring reports and making recommendations on vaccine
safety, health care personnel immunization, and adult immunization, among other topics. One
example of NVAC's role in vaccine policy communication can be found in their recent report on
the Section 317 Immunization Program. Their report highlighted the attributes of this
important program, made a strong recommendation for continued support by the U.S.
government, and called for innovative solutions from health officials that would improve
vaccine coverage rates through the Section 317 Immunization Program. The report not only
provides guidance to HHS policy leadership on the importance and continued support of the
Section 317 Immunization Program at the national level, it has also shed light on the important
work being done by state health departments to support the U.S. immunization infrastructure.
An overview of the recent accomplishments and historical contributions of NVAC is included in
this report.

The ACIP is a federal advisory committee" -

o . ) Recent ACIP Recommendations:
consisting of medical and public health experts | , | qauenza vaccines (2013-2014 season)
who develop recommendations on how to best | « ypdated recommendations for use of VarizIG
use vaccines to control diseases in the United (to prevent varicella)

States. The ACIP, supported at HHS by CDC, | * PCV13 and PP5V23 for ages 6-18 years with
provides essential guidance to parents, health :\:“I:q”l;‘”ozog‘;rom'smg conditions

. . an
care providers, the Director of CDC, HHS, and . .

) o s Meningococcal disease

other agencies and departments within the U.S. Tdap and pregnancy
government on the use of vaccines. The ACIP Infant meningococcal vaccination
reviews all relevant medical and epidemiologic

PCV13 and PP5V23 for adults with
data on FDA-approved vaccines and regularly immunocompramising conditions

reviews its recommendations based on the best Influenza vaccines (20122013 season)
available data Tdap for adults age 65 and older

PCV13 for adults age 50 and older

New framework (GRADE} for development of
Finally, the Adult Immunization Task Force {AITF}, evidence-based recommendations

which grew from a prior focus on influenza VariZIG for postexposure prophylaxis of
vaccination and began its work in 2012, is the varicelfa

federal component of the National Adult and Referente:

Influenza Immunization Summit (NA“S), a U.S. Centers for Disease Control and Prevention. {2013).
collaboration between a broad range of Vaccine recommendations of the ACIP. Retrieved from
. . . i . http://www.cdc.gov/vaccines/hcp/acip-recs/recs-by-
immunization stakeholders including | date.fitml

representatives from government, professional

organizations, the public health community, and representatives from the public and private
sector to work toward a strong domestic adult and influenza immunization program. The adult -
immunization focus of the NAIIS and the AITF was established in 2011 in response to NVAC
recommendations on adult immunization.” The NAIIS meets annually, meeting for the first

* National Vaccine Advisory Committee, (2011}, A pathway to leadership for adult immunization: Recommendations of the National Vaccine
Advisory Committee. Public Health Reports, 127(Suppl 1), 1-42, Retrieved from
http://www.publichealthreports,org/issueopen.cfm?articlelD=2762 {exit link disclaimer]
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time in 2012, and again in 2013, The NAIIS collaboratively seeks to improve adult immunization
at all levels through activities that support the fostering of easy vaccine access, addressing
health disparities, and facilitating patient and provider education. The AITF leverages the
strengths of the U.S. government to enhance adult immunization through -improved
coordination and collaboration throughout HHS and in conjunction with other federal partners.

Understanding Adult Vaccine Decision-making: Insights from Recent
Research

Rates of routine adult immunization remain low overall and below Healthy People 2020 targets,
causing concern in the public health community.* In March 2013, CDC conducted focus groups -
with adults to better understand their knowledge, attitudes, and beliefs on adult immunization,
including adults’ reasons for not protecting themselves from vaccine preventable diseases
through immunization. CDC is using this information to refine communications strategies as
part of a larger effort to increase adult immunization rates in the future,

During the focus groups, CDC found that many adults have low awareness and knowledge
about adult vaccines besides influenza. Adults do believe that being vaccinated is important,
especially for certain people, such as older adults, people with chronic conditions, and people
whose jobs or hobbies expose them to many people and/or sick people. However, adults
without chronic conditions are not concerned about getting vaccinated because they do not
think they are at high risk for getting a vaccine preventable disease. Focus group participants
also said there were barriers to adults getting recommended vaccinations. Commonly reported
barriers included a lack of awareness about vaccine preventable diseases and available
vaccines, questions about vaccine effectiveness and safety, concerns about side effects, and
cost. Adults trust their doctors to provide information about vaccines and turn to them with
questions about vaccination and vaccine safety. Most are likely to get a vaccine if
recommended by their doctor.

CDC found that raising awareness about adult vaccination is necessary, but that awareness
alone will not be enough to increase vaccination rates. Adults need to be encouraged to ask if
they need vaccines each time they see a health care provider. Communication to adults on
vaccine preventable diseases and vaccines should be focused on the value and benefits of
vaccination and presented in plain language. Adults need materials and information to help
them understand the benefits and risks of immunization to make informed decisions. Health
care providers need resources to assist them in routinely assessing vaccination status and
making recommendations as well as providing resources to help them handle patient questions
and concerns. '

Based on these findings, CDC is working with health care professionals, consumer groups, and
other partners to develop a comprehensive communication program that addresses the needs

“williams, W. W., Lu, P. 1, Greby, 5., Bridges, C. B., Ahmed, F., Liang, J. L., Pilishvili, T., & Hales, C. {2013). Noninfluenza vaccination covérage
among adults — United States, 2011. Morbidity and Mortailty Weekly Report, 62(04), 6672, Retrleved from
hittp:/fwww.cdc.gov/mmwr/preview/mmwrhtml/mm6204a2 htm
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uncovered during these focus group discussions. By addressing these needs, the program aims
to make adult vaccination a higher priority among health care providers, increase demand for
adult vaccines, and contribute to the national effort to increase adult vaccination rates.

Vaccines.gov

In 2011, NVPO launched vaccines.goy, a cross-government wehsite that brings together the
best in federal resources on vaccine and immunizations. It provides easy-to-understand health
information specifically designed for the general public. Vaccines.gov is the result of
unprecedented collaboration among federal health and communications experts to offer
accurate online content about vaccines and immunization. It includes content and expertise
from CDC, FDA, NIH, the Health Resources and Services Administration (HRSA)}, and other
federal agencies.

The site includes information about vaccine safety and effectiveness, immunization
recommendations, the diseases that vaccines prevent, important information for getting
vaccinated, and tips on travel health. It also provides information on local and state vaccine
requirements for school and daycare entry. The site was developed with significant public
input and as such, is designed to be user-friendly. It provides a one-stop resource for
information about diseases that vaccines prevent, and connects the public with resources that
will allow parents, patients, and others to make informed decisions for their health. All of this
information is also available in Spanish at espanol.vaccines.gov, the first federal website to
offer a comprehensive resource for vaccine and immunization information in Spanish.

Vaccines.gov was awarded the 2011 WebAward for Outstanding Achievement in Web
Development in the Government Standard of Excellence category in September 2011 by the
Web Marketing Association. Vaccines.gov has also been a popular source of immunization
information for consumers, with over 375,000 visitors coming to the site in 2012,
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Understanding Parental Decision-making about Vaccines:
A Neglected Research Area
By Seth Mnookin
Associate Director, The Graduate Program in Science Writing, Massachusetts Institute of
Technology
Author, The Panic Virus

In February 1998, Andrew Wakefield published what was eventually shown to be a fraudulent

paper speculating on a possible link between the measles component of the MMR vaccine and

autism spectrum disorders. On the day the paper was released, Wakefield stood at a lectern at

London’s Royal Free Hospital and told the assembled news media, “I cannot support the

continued use of {the measles, mumps, and rubella] vaccines given together.” The response of

the majority of the medical and scientific communities at the time ranged from mild concern to .
shrugging indifference; Wakefield’'s research was so obviously shoddy, his conclusions so

demonstrably unsupported by the evidence, who could possibly take him seriously? Lots of

people, it turned out—and in the coming years, MMR uptake dropped to as low as 54 percent

in some areas of the UK.

The following summer, CDC and the American Academy of Pediatrics released statements
explaining why they were recommending that the mercury-based preservative thimerosal be
removed from most pediatric vaccines. The language used in those statements—there was “no
evidence of harm”; the move would “make safe vaccines even safer”—was meant to reassure
the public. They did the opposite, sparking a parent-led movement whose members remain
convinced to this day that mercury is a leading cause of autism—despite the fact that
thimerosal has been absent from standard pediatric vaccines for more than a decade,

Medical interventions do not take place in a vacuum—they occur in particular societal
frameworks at specific moments in history. Without scientific advances these interventions
would not be possible, but without effective communications strategies, they will never reach
their full potential. Perhaps nothing illustrates this better than the ways in which the two
events described above —events that occurred across an ocean from each other, well over a
decade ago—continue to influence public sentiment about vaccine efficacy and safety even
today. In the late 1990s, it was difficult to find reliable, evidence-based information about
vaccines that could be easily understood by the layperson. When misinformation began to
spread, there was no way to contain it and no plans in place as to how best to combat it.

Today, that is no longer the case. This welcome new reality is illustrated by the projects and
programs that have emerged out of Goal 3 of the 2010 National Vaccine Plan, including the
development of vaccines.gov as an easy-to-navigate web portal for reliable, straightforward
information about vaccines,

The State of the National Vaccine Plan | 2013 Annual Report
52 .



U.S. Department of Health and Human Services

But producing reliable content is only one part of the challenge. Even more important are the
ongoing efforts to understand how and why people make the decisions they do. We would
not, after all, rely on guesswork when making decisions about vaccines, so why should we
depend on informed speculation when coming up with effective communications strategies?
Ongoing, sophisticated research programs that examine people’s attitudes and beliefs about
vaccination, as well as the factors that influence these sentiments, will determine whether
we’ll be successful in inoculating ourselves against the misinformation and propaganda
campaigns of the future.
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Communications and Vaccines
By K. Viswanath, PhD
Harvard School of Public Health
Dana-Farber Cancer Institute
Dana-Farher/Harvard Cancer Center

We are in exciting times for science and technology. Developments in biological sciences and
information and communication technologies (ICT) offer tremendous potential for advancing
our understanding of disease causation, prevention, discovery, development, and delivery of
treatments. The communications revolution has changed radically the way we learn, play,
work, entertain ourselves, and relate to each other. It is in the way we learn and relate to each
other that is germane to our discussion on vaccines. To understand the importance of the
communications revolution to vaccines, we must understand its four key features as noted
elsewhere in our writings.

First, the sheer amount of information that is being generated, good and bad, accurate and
inaccurate, trivial and important, is overwhelming, unlike anything we have seen in history, and
it can be accessed from a variety of platforms and devices.

Second, because of these multiple platforms virtually ANYONE with access to the Internet and a
few technical skills can generate information and offer opinions or critiques. The consequence
is that traditional command and control over dissemination of scientific information is
increasingly contested by grassroots participation of interested stakeholders. That is the good
news. On the other hand, it is also true that scientific facts become malleable in the hands of
those who have a stake in working against them, and the platforms allow them to disseminate
their opinions widely.

Third, the networked environment has brought about a marvelous ability to connect people
and places. Yet the same environment, especially in social media, where people tend not to be
exposed to other viewpoints, has become an echo chamber for misrepresentation of science
and repetition of canards.

Last, the henefits of the ICT revolution are accruing unequally across socioeconomic, racial, and
ethnic groups, a phenomenon characterized as communication inequalities. While informed
decision-making is noble, important, and necessary, not all groups benefit because of lack of
access to information, the complexity of the information, or the lack of capacity to act on it.

Where does this leave us? The National Vaccine Plan boldly lays out goals for the country to
address such critical topics as developing new and improved vaccines, enhancing the vaccine
safety system, and using communications to enhance informed decision-making, among others.
The recommendations are timely if not urgent. We can draw on the social sciences to
understand the individual and social contextual determinants that influence perceptions of
vaccine safety, affect confidence and acceptance, and affect vaccination behaviors. Based on
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this understanding, drawing upon health communication sciences and social marketing
principles, we should be able to address misperceptions, reinforce trust in science, and
improve access to reliable information and facilitate action. Specifically, we need more work in
three areas: (1) What are the individual, population, and contextual determinants that
engender, influence, reinforce, and change attitudes and perceptions towards vaccines, and
how do they, in turn, influence actual behaviors? (2) How do we construct messages that
promote confidence in vaccines and their acceptance among different audience groups and for
different types of vaccines across the lifespan—childhood, adolescence and youth and adults?
(3} What role do new ICTs (e.g., social media) play in disseminating information about
vaccines? What kind of evidence-based interventions do we need to deliver the information
effectively across population groups of different socioeconomic, racial, ethnic, and geographic
backgrounds and promote informed decision making? In short, we need a solid evidence base
to inform our vaccine policies and programs, and there is an urgent imperative to develop one.

The ICT revolution provides an incredible opportunity to interact with people about vaccines
and make them partners in advancing the benefits from one of the most powerful tools in the
public health arsenal. It is said that vaccines are one of the greatest public health success
stories of the 20th century. We should take advantage of developments of the 21st century to
ensure that the story continues and thrives.
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Goal 4: Ensure a Stable Supply of, Access to, and Better Use
of Recommended Vaccines in the United States

In this section:
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Vaccine Supply, Delivery, and Access

Vaccine Financing

Disease Surveillance and Vaccine Coverage Measurement
Health Information Technology for Immunization

Health Care Provider Education and Support

~ Feature: Improving Vaccine Tracking through the Use of New Technologies

Feature: HealthMap Vaccine Finder: Helping Adults Find the Vaccines They Need
Commentary: Lack of Progress in HPV Vaccination: A Crisis of Missed Opportunities for
Cancer Prevention, by Dr. Anne Schuchat

Commentary: Integrating Pharmacies into a Public Health Approach to Vaccination, by
Dr. Joshua Sharfstein, Dr. David Blythe, and Dr. Laura Herrera

Commentary: fs the National Vaccine Plan’s Vision for Immunization Infrastructure a
Brave New World for Immunization?, by Dr. U Tan
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Background

Healthy People 2020 data show that in 2011 the
majority of childhood and toddler vaccination
coverage rates met or exceeded their Healthy
People 2020 targets. Substantial disparities exist
among racial and ethnic groups in adult and
adolescent vaccination levels for many vaccines.
And, for many vaccines targeted to adolescents and
adults such as the HPV vaccine, current coverage
levels are falling short of targets.

Goal 4 focuses on addressing barriers to reaching
goals for vaccine coverage. The intent of Goal 4 is

HPV is a common sexually transmitted virus
that usually causes no symptoms, but in some
cases can lead to serious health problems,
including cancer. Approximately 79 million
persons in-the United States are infected with
HPV. In spite of the availability of a safe and
effective vaccine for HPV, wvaccination
coverage among adolescent girls is behind
that of other recommended vaccines for
adolescents, and did not increase from 2011
to 2012. For every year that HPV vaccine
coverage stays at its current level,
approximately 4,400 additional adolescent
girls will go on to needlessly develop cervical

clear: Make sure people of all ages in the United cancer later on in life.

States have access to a readily available supply of
recommended vaccines, and develop effective
strategies to increase their use. To achieve this, the
implementation of the National Vaccine Plan
focuses on several areas, including ensuring a
consistent and adequate supply of vaccines, ensuring adequate delivery of vaccines to patients
by health care providers, reducing financial barriers to vaccination, educating health care
providers in vaccination counseling, and conducting surveillance of vaccine coverage, vaccine
effectiveness, and the occurrence of vaccine preventable diseases as well as diseases that may
one day be prevented by vaccines that are not yet available. One of the primary
responsibilities of NVPO is fostering collaboration across HHS agencies as a way to efficiently
and effectively achieve these goals.

Reference:

U.S. Centers for Disease Control and Prevention. {2013},
HPV vaccine: Sofe, effective, and grossly underutifized.
Retrieved from
http:/fwww.cdc.gov/media/releases/2013/p0725-HPV-
vaccine html

Recent Accomplishments and Progress

Vaccine Supply, Delivery, and Access

Ensuring that vaccines are available when they are needed is an essential part of the U.S.
immunization program for both routine immunizations and public health emergencies. To
better prepare the country’s vaccine manufacturers for the possibility of an influenza
pandemic, HHS (through ASPR/BARDA) awarded three-year contracts to five U.S.licensed
influenza vaccine manufacturers to produce master vaccine seed stocks for influenza viruses
with pandemic potential so that vaccine can be produced rapidly before a pandemic occurs.
This effort can shorten the time needed to produce a supply of pandemic vaccine, meaning
that more people can be vaccinated and protected before and during a pandemic.

ASPR/BARDA also invested heavily in U.S. vaccine manufacturing infrastructure to expand
domestic pandemic influenza vaccine manufacturing capacity. By partnering with vaccine
developer and manufacturer Sanofi Pasteur and biotechnology developer Medimmune to
retrofit existing vaccine manufacturing facilities, an additional 10 to 15 percent manufacturing
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capacity was realized by 2013. Additionally, at the end of 2011, pharmaceutical company
Novartis opened a new state-of-the-art cell-based influenza vaccine manufacturing facility in
Holly Springs, North Carolina. It was built through a public-private partnership between
ASPR/BARDA and Novartis, with extensive technical assistance from FDA. The facility
substantiaily increases U.S.-based manufacturing capacity. It is designed to handle fast, high-
volume cell-culture influenza vaccine and adjuvant production, which, once fully operational,
can aid in speedier start-up of the vaccine manufacturing process in the event of an influenza
pandemic. The facility will increase domestic manufacturing capacity another 25 percent for
seasonal and pandemic influenza vaccines, as well as vaccines for other emerging infectious
diseases in a public health emergency.

Recent FDA approval of additional seasonal influenza vaccines provides more diversity in the
vaccine supply. The United States is now supplied by seven vaccine manufacturers who
produce 15 safe and effective licensed influenza vaccines made by various manufacturing
processes, including novel technologies, such as cell culture and recombinant protein
expression. These technologies have the potential for a faster start-up of the vaccine
manufacturing process in the event of a pandemic. A diverse vaccine supply fosters a more
stable vaccine supply by reducing dependence on any individual vaccine manufacturer. FDA’s
expertise in the areas of research, vaccine manufacturing, and regulatory science has facilitated
the availability of additional safe and effective influenza vaccines for the United States.

Many people are more likely to get a routinely recommended vaccination when access to that
vaccine is very easy. In the case of influenza and other adult vaccines, for instance, pharmacists
and other community-based immunizers are often uniquely positioned to promote and provide
convenient access to vaccines. In 2012, NVPO and CDC worked with pharmacists and other
vaccine providers to increase vaccine administration in nontraditional settings through a variety
of strategies, such as

1. Raising awareness and knowledge.
Recommending and offering vaccines.

Stocking vaccines.

Linking with immunization registries.

Increasing collaboration with other local partners.

ViR W

By working with pharmacists and other providers in this way, NVPO and CDC created
momentum among pharmacists to re-envision themselves as vaccine providers in the
“immunization neighborhood.” This underscores the importance of strengthening
immunization information systems (IS} and EHRs to ensure that up-to-date immunization
status is available to all health care providers at all times, regardless of where patients may
receive a vaccine.

Vaccine Financing .
For some Americans, cost has been a barrier to getting vaccinated. The Vaccines for Children
program (VFC) provides free vaccines to eligible low-income children, and other limited funds
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are available for adults in selected circumstances, but the Affordable Care Act of 2010 seeks to
remedy this situation in a more comprehensive way. The Affordable Care Act expands access
to health insurance and requires that recommended clinical preventive services be provided
with no cost sharing in most health insurance plans. This means that millions more Americans
will be able to receive recommended vaccines without paying out of pocket for them. The HHS
Office of Health Reform, in collaboration with many other agencies and offices within HHS, is
currently implementing this law and working hard to communicate the many coming changes
with the public, health insurers, and health care providers. Big steps forward in 2013 included
the launch of the new HealthCare.gov website in June, which provides individuals, families, and
small businesses the information they need on the benefits of the program and how to access
affordable health insurance.

Although all individuals over 6 months of age — ) —
ded t t cinated Ensuring high rates of childhood immunization not
are recomm_en €d to get vaccinaled every year only protects the health of children, it can also
to prevent influenza, some do not because of | indirectly prevent vaccine preventable diseases
financial and other harriers. Walgreens | and their consequences in the community more
partnered with HHS, nonfederal, and [ broadly. By protecting children from
community partners from 2010 to 2013 in an communicable disease, transmission of disease to
innovative initiative Each vear, Walgreens older individuals can be prevented. For example,
) year, 8 after seven years of routine use of seven-valent
donated up to 350,000 vouchers for free pneumococcal vaccine in children, overall rates of
influenza vaccines. During the 2012-2013 | pneumococcal disease in all age groups has
influenza season, 182,000 vouchers were | decreased, but the specific types of pneumococcal
redeemed by those without health insurance infection covered by the vaccine have decreased

; . especially dramatically. Additionally, in the years
who otherwise might not have been able to after the routine recommendation for rotavirus

receive an inftuenza vaccine. vaccine in infants, rates of gastroenteritis (viral
. . . intestinal infections) decreased among adults and
Disease Surveillance and Vaccine children over the age of 5.

Coverage Measurement
. . . Referances:

Accurately tracking vaccine preventable disease | pishit, 1., Lexau, €., Farley, M. M., Hadler, J.] Harsison, L. H.,
rates is an important component of making Bennett, N. M., ..Active Bacterial Core Surveillance/Emerging
. . . . s Infections Program Network. (2010). Sustained reductions in
informed vaccine pO|IC\j and program decisions. invasive pneumococcal disease in the era of conjugate vaccine,
cDC operates the National Notifiable Disease The Journal of Infectious Diseases, 201{1), 32-41, Retrieved
surveillance System (NNDSS), which is a from hittp:/fwww.ncbi.nlm.nih.gov/pubmed/19947881

principal source of U.S. national surveillance Gastafiaduy, P. A., Curns, A. T., Parashar, U. D., & Lopman, B. A,
d (2013}, Gastroenteritis hospitalizations In older children and
data for these pathogens. These data are adults in the United States before and after implementation of
analyzed and results are routinely shared with infant rotavirus vaccination. JAMA, 310{8}, 851-853. Retrieved
. . . . from http://www,ncbi.nim.nih.gov/pubmed/23982372
local, state, national, and international public ,
health partners. For example, NNDSS surveillance showed that in 2011 the United States had
the highest number of measles cases since elimination of measles in the country was declared
in 2000. NNDSS data also showed the majority of cases were imported from countries without

adequate measles control or linked to unvaccinated or under-vaccinated individuals,
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For certain diseases, data is received from
specialized surveillance systems to address
specific surveillance requirements to monitor
the number of cases and to evaluate program
and policy impact. For instance, as the
incidence of pertussis has risen in recent years,
CDC launched the Enhanced Pertussis
Surveillance network to better monitor this
public health issue. CDC has partnered with six

U.S. Department of Health and Human Services

The number of cases of pertussis in the United
States has been rising since the early 1990s. In
2012, more than 48,000 cases of pertussis were
reported—the highest number of cases reported
since 1955, This has caused concern in the public
health community, and experts are working to find
solutions.

Reference:
1.5, Centers for Disease Control and Prevention. {2013}.
Pertussis (whooping cough): Cutbreaks — questions ond

answers. Retrieved from
hitp://www.cdc.gov/pertussis/outbreaks/faas. html

states to conduct rigorous surveillance of
pertussis. As another example, CDC monitors
the impact of rotavirus vaccine in the United
States through the National Respiratory and Enteric Viruses Surveillance System and the New
Vaccine Surveillance Network. Using this surveillance data, CDC has demonstrated that
rotavirus vaccines are highly effective in preventing severe rotavirus disease and that vaccine
effectiveness does not wane over time in U.S. children.

In the absence of formal surveillance systems, CDC uses several methods to monitor herpes
zoster {more commonly known as “shingles”) disease patterns, vaccine uptake, and vaccine
effectiveness. This monitoring includes administrative data available from VSD and Medicare
and from commercial vendors, as well as data collected from a variety of special projects
conducted in collaboration with partners. To complement information on vaccine program
implementation, CDC also uses physician surveys to monitor knowledge, attitudes, and
practices regarding herpes zoster vaccination. Using these approaches, CDC found that rates of
shingies are increasing for reasons that remain unknown and as such, are now the focus of
additional studies. In a post-licensure observational evaluation, CDC and collaborators
confirmed the effectiveness of the herpes zoster vaccine found in the initial clinical trial and
provided vaccine effectiveness estimates against severe outcomes of herpes zoster including
hospitalizations and herpes zoster ophthalmicus. Finally, CDC found that vaccine uptake has
been relatively low, and has identified important physician barriers to vaccine uptake, such as
the cost of the vaccine, prolonged vaccine shortages after the vaccine was licensed, and the
requirement of freezer storage for the vaccine.

In order to make informed decisions on vaccine policy and program issues, it is also important
to ascertain the percentage of the population receiving vaccines through the monitoring of
vaccine coverage. In an effort to better monitor coverage of adult vaccines, IHS's Tribal and
Urban Indian immunization programs have begun to collect and report on this data. While data
on the immunization status of American Indian and Alaska Native children and adolescents
have been collected for many years, 1HS collected data for its first Adult Immunization Report at
the end of 2012. This new initiative provides IHS with information on vaccination rates for
routine adult vaccines. As adult immunization rates nationwide are below Healthy People 2020
goals, this new data collection initiative will provide the information necessary to focus
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immunization resources where they are most needed, and demonstrates the promise of EHRs
in tracking and increasing vaccination coverage.

NVPO partnered with CMS and their data analytics partners at Acumen on a vaccination
coverage and disparities mapping project. Based on CMS Medicare claims data, a publically
available mapping tool was developed that tracks influenza vaccine coverage for Medicare Fee
for Service beneficiaries over the age of 65." This includes two-thirds of the U.S. population in
this age group. This undertaking allows the monitoring of more than 30 million Medicare
beneficiaries and also allows the tracking of vaccine coverage for current influenza seasons in
real time. Additionally, coverage and disparities rates can be visualized down to the zip code
level allowing communities access to their local data. These data provide public health and
community—baSed leaders the ability to recognize areas where this population is under-
immunized and where health disparities in influenza vaccination may exist. This is an
important first step toward understanding the reasons for under-immunization and to evaluate
the effectiveness of interventions.

Health Information Technology for Immunization
liS and EHRs make health information more accessibie

In the United States, 83 percent of

to health care providers and the public by putting a
patient’s health history into electronic format, and can
lead to better immunization recordkeeping. However,
these separate electronic systems need to have
interoperable information exchange capabilities.
Ideally, the information collected in one system should
be compatible with other systems, so that the
information can be shared as needed. To promote this
interoperability, the Office of the National Coordinator
for Health Information Technology (ONC) collaborated
with CPC and the National Institute of Standards and
Technology in 2012 to develop new guidance for
enhancing information exchange between EHRs and [IS.
This guidance will facilitate the exchange of
immunization records between different systems,
making immunization records more accessible to
individuals and their health care providers and
reducing missed opportunities for vaccination.

CMS establishes the measures on which eligible health
care providers and hospitals must report to achieve

children under 6 vyears of age have
immunization records that are included In
immunization information systems (lIS),
less than the Healthy People 2020 target
of 95 percent. While the rate of children
participating in iIS needs attention, the
rates of adolescent and  aduit
participation in lIS are far lower— only 53
percent of adolescents and 24 percent of
adults have immunization records in an
IIS.

lIS are an important tool that can be used
by individuals and health care
professionals to track whether or not
someone has received all of the
vaccinations recommended for them. By
having an Immunization record available
electronically in an 1S, an individual or
their health care provider can find out
their immunization status when and
where they need to. This can help ensure
that no one misses any needed vaccines,
and prevents vaccinations that may not
be needed.

“2 0.5, Department of Health and Human Services: National Vaccine Program Office, (2013}, Live-tracking influenza vaccinations of Medicare
beneficiories: How is your communily doing? Retrieved from hitpy//www.hhs.gov/nvpo/flu-vaccination-map
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“meaningful use” of EHRs.* CMS works with ONC to set the data transport and vocabulary
standards by which data must be exchanged to achieve national goals. The goal of Stage 1 of
meaningful use of EHRs is to capture and share data before moving on to advancing clinical
processes and improving outcomes in later stages. Both eligible providers and eligible hospitals
have the option to choose from a menu of objectives, including reporting immunization
information to the appropriate public health agency.

Eligible providers and hospitals report to CMS on their success in meeting these meaningful use
objectives. From data available for 2011 through May 2013, CMS ohserved that 30 to 35
percent of eligible providers have chosen to submit immunization data to registries. For eligible
hospitals, 40 to 50 percent have submitted data to immunization registries. Reporting to
immunization registries becomes required in Stage 2 beginning in 2014, which will lead to more
providers and hospitals submitting immunization data to public health agencies.

Another way that information technology can improve immunization levels is through
interventions, such as reminder-recall systems. 1HS is using this technology to improve aduit
vaccine coverage by including provider reminders for age-based adult vaccine
recommendations in the IHS EHR system. When eligible patients visit an IHS facility, the health
care provider is prompted to remind the patient to get vaccinated, which ultimately results in
increased immunization levels.

Health Care Provider Education and Support

A key approach to increasing immunization coverage is strengthening vaccination
communication and education activities with health care providers. For example, IHS has
proactively communicated to health care providers within IHS on issues of immunization
through outreach and web-based trainings. In January 2013, [HS held a web-based training for
health care providers on immunization recommendations for all ages, the importance of adult
immunization, and evidence-based strategies to increase immunization coverage. CDC has also
developed a variety of tools and resources for providers to use to educate adult patients about
vaccines, such as their vaccine “prescription pad” for recommended adult vaccines, which they
released in 2012.* CMS conducted outreach to providers in 2012 directing them to useful
immunization materials and tools on their website, including materials for patient education in
several languages, such as posters and fact sheets. All of these activities helped promote the
importance of immunization to providers and provided tools that the providers could use in
communicating with their patients regarding the benefits of staying up-to-date on
immunizations.

Improving Vaccine Tracking through the Use of New Technologies
Accurately tracking vaccines through the processes of production, ordering, distribution, and
administration is important for a variety of reasons, such as vaccine safety monitoring,

* .S, Centers for Medicare and Medicaid Services. (2013). FHR Incentive programs. Retrieved from hitp://www.cms.gov/Regulations-and-
Guldance/Legislation/EHRIncentivePrograms/index.html?redirect=/FHRIncentlvePrograms/

* 4).S. Centers for Disease Control and Prevention, {2013). Vaccines for aduit patients: Resources for educoting adult potients about vaccines.
Retrleved from http://www.cdc.gov/vaccines/hop/patient-ed/adults/
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maintaining a sufficient supply of vaccine, and higher efficiency in locations where vaccines are
administered. Two recent advances that are helping to improve vaccine tracking are progress
toward the use of 2D barcodes in all parts of the vaccine manufacturing and delivery process,
and the launch and expansion of CDC's Vaccine Tracking System (VTrckS).

2D Barcodes

When giving a vaccine, health care providers need to keep track of vaccine product
identification, vaccine lot number, and vaccine expiration date. However, this information is
currently either handwritten or typed into an EHR system or 115, and is frequently missing or
incorrect. Using 2D barcodes on vaccines could allow for rapid, accurate, and automatic
recording of these data by all vaccine providers, saving time and money.

Using a handheld scanner to retrieve information from a 2D barcode on a vaccine vial or
syringe, health care providers would be able to quickly and automatically add a vaccination to
a patient’s EHR or their record in an 1IS. 2D barcodes contain more information than linear
barcodes while taking up less space. Linear barcodes on vaccine containers provide only
vaccine product identification information. If used for vaccines, 2D barcodes could include the
vaccine product identification information, lot number, and expiration date.

In September 2011, CDC initiated a pilot project designed to e
assess the ability of 2D barcoding technology to improve the g"l'hlg]"lmmIﬂli[mm
completeness of immunization record keeping as well as the HEFRRRTLULIRAC LAk NI
availability and accuracy of immunization information. The LinearBarcodé:

project tested the use of 2D barcodes on selected vaccines VaccineFroductIdentification:Ghiy
and also evaluated and documented the impact of 2D
barcoding on manufacturers, immunizers, and reporting
systems. The findings will be used to foster the use of 2D
barcoding in all parts of the vaccine manufacturing and
delivery process. The pilot project involved 10 CDC
immunization program grantees, more than 200 immunizers
(public, private, and commercial), and two vaccine
manufacturers.

hal

. 20 Batcode
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‘Number-and Expira

VTrckS

VTrckS is an information technology system developed by CDC that can be used to manage the
entire publicly funded vaccine supply chain throughout all parts of the immunization system
from purchasing to distribution. This system was launched in December 2010 and is used by
state, local, and territorial health departments to monitor the purchasing, ordering, and
distribution of publicly funded vaccines by health care providers in their jurisdiction who
administer vaccines as part of the VFC and other publicly funded vaccination programs.
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VTrckS aliows vaccine providers to order vaccine directly online. The system then evaluates
their orders against guidelines set by CDC and state, local, and territorial health departments, in

order to ensure that orders are appropriate.

This can help improve the efficiency and

accountability of health care providers that administer publicly funded vaccines.

As of May 2013, all state, local, and territorial health departments around the country are using
VTrckS to better manage the purchasing, ordering, and distribution of publicly funded vaccines

in their jurisdiction.

HealthMap Vaccine Finder: Helping Adults Find the Vaccines They Need

It is important to get an influenza vaccine

every year. While awareness of seasonal
influenza vaccination is high, there is low
awareness that adults need more than a
yearly influenza vaccination.  Starting in
January 2013, finding locations offering adult

vaccines became easier through the
HealthiMap Vaccine - Finder
(vaccine.healthmap.org), which is a free

online service to help users locate nearby
vaccine providers {including pharmacies and
health clinics} by entering an address or zip
code, The Vaccine Finder faunched in August
2012 and initially provided only information
about where to get influenza vaccines. It
subsequently expanded in January 2013 to

Adults need more than just an influenza vaccine.
Although several vaccines are recommended for
routine use in adults, coverage rates of most aduit
vaccines are very low and did not increase
significantly from 2010 to 2011. Many adults have
not received one or more vaccines recommended for
them. These low coverage rates indicate that most
adults are not receiving the vaccines they need for
preventing the health consequences of vaccine
preventable diseases.

Reference:

Williams, W. W,, Lu, P. J., Greby, S., Bridges, C. B., Ahmed, F.,
Liang, J. L., Pilishvili, T,, & Hales, C. (2013). Noninfluenza
vaccination coverage among adults — United States, 2011.
Morbidity and Mortality Weekly Report, 62(04), 66-72. Retrieved
from
http:/fwww.cde.gov/mmwr/preview/mmwrhtml/mm6&204a2.htm

include all routine adult vaccines.

The HealthMap Vaccine Finder helps users find locations that provide eleven routine adult

vaccines: hepatitis A, hepatitis

B, HPV, influenza, MMR,
varicella  {chickenpox), Td
{(tetanus-diphtheria), Tdap,

meningococcal, pneumococcal,
and herpes zoster (shingles).
The Vaccine Finder lists more
than 47,000 locations across
the country that offer
vaccinations, and almost

1. CVSipharmiscy

554714 Direcions,
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600,000 consumers have used
the tool as of September 2013.
The HealthMap Vaccine Finder
makes locating vaccines easier
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and more convenient, and will help to increase national coverage of routine aduit vaccines,
which are below Healthy People 2020 targets. HHS is supporting this initiative as a part of its
efforts to build a better system of prevention for adults.
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Lack of Progress in HPV Vaccination:
A Crisis of Missed for Cancer Prevention
By Anne Schuchat, MD, RADM
Assistant Surgeon General, United States Public Health Service
Director, National Center for Immunization and Respiratory Diseases, CDC
U.S. Department of Health and Human Services

National goals should focus efforts on reducing the gap between today's reality and a desired
future. Nowhere in the U.S. immunization program is the gap between current performance
and the impact achievable with existing tools greater than for HPV immunization of teens. The
National Vaccine Plan report on Goal 4 could highlight various successes: sustained high
coverage of early childhood immunization; impressive local, state, and federal responses to
resurgent pertussis; maintenance of measles elimination despite numerous importations of the
virus; or improving health care worker influenza vaccination. Instead, this commentary shines a
harsh spotlight on where we are failing.

Our nation’s deplorable performance with HPV vaccination is at first difficult to comprehend.
HPV vaccines are highly effective and safe, their supply is ample, and financing secure through
the VFC and private insurance, reinforced by the ACIP’s recommendation for routine use and by
provisions of the 2010 Affordable Care Act. HPV infections are common and the consequences
of persistent infection’ are severe. Despite a strong rationale and enabling environment, the
2012 National immunization Survey - Teen found that only 53.8 percent of girls 13—17 years of
age had initiated the series and only 33.4 percent had received three doses. There was no
improvement in HPV coverage in girls from 2011 to 2012. Modeling suggests that about 50,000
girls who are under 12 today will develop cervical cancer during their iifetimes if we do not
raise coverage to the target of 80 percent for the three-dose series. Each year we remain at
current levels, another 4,400 of these girls will develop cervical cancer. Raising coverage will
prevent additional cancers in both women and men.

What accounts for our nation’s failure? Adolescents are in the doctors’ offices. We have
achieved high coverage with other routinely recommended vaccines (e.g., Tdap and
meningococcal conjugate), and if every time a teenaged girl received another vaccine she also
received HPV, first dose coverage would exceed 90 percent. Access is not our problem.
Clinicians are.

Clinician recommendation is the leading influence on a family’s decision to vaccinate. Recent
qualitative research found clinicians are giving weak or no recommendation for HPV vaccination
of teenaged patients. The CDC’s National Immunization Survey - Teen for 2012 found that
parents who did not intend to vaccinate their daughters described lack of a provider
recommendation as the most common factor influencing their plans. The disparity between
HPV and other teen vaccination reflects clear missed opportunities. The last time our country
faced a national crisis of missed opportunities was 1989-90 when measles resurgence killed
over 100 children and caused illness in 55,000. Clinicians reduced missed opportunities and
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raised coverage among preschool-aged children, and by 2000 the United States had eliminated
indigenous measles. Pediatric caregivers recognized they had the responsibility and means to
prevent measles and its associated complications. We need clinicians caring for teenagers to
realize that future cervical and other HPV-associated cancers are their responsibility, too. A
generation of young people is depending on them.
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Integrating Pharmacies into a Public Health Approach to Vaccination
David Blythe, MD, MPH, Maryland Department of Health and Mental Hygiene
Laura Herrera, MD, MPH, Maryland Department of Health and Mental Hygiene
Joshua M. Sharfstein, MD, Secretary, Maryland Department of Health and Mental Hygiene

Pharmacists providing vaccinations can be an important way to reduce barriers and increase
access to vaccinations. For nearly 10 years, Maryland pharmacists have had the authority to
administer some vaccinations—in particular, influenza vaccinations and pneumococcal and
shingles vaccinations to adults. In response to the 2009 HIN1 pandemic, the authority was
expanded so that Maryland pharmacists could administer influenza vaccination to anyone 9
years old and older.

This option has substantially expanded access to vaccination. Our overall influenza vaccination
coverage rates are increasing, and, per national data from CDC, around one in five of all
vaccinated adults in the United States now get their vaccination at a pharmacy. Pharmacies are
the most common place to get influenza vaccination outside of doctors’ offices and other
medical facilities.

At the same time, it is critical for information to be accessible in multiple medical settings, and
for primary care clinicians to have information about the vaccination status of their patients.

Recognizing the important role that pharmacists can play in providing vaccines safely and
conveniently, and mindful of adolescent and adult vaccination rates below the Healthy People
2020 goals, in 2013, the Maryland legislature passed and Governor Martin O’Malley signed
legislation expanding the ability of pharmacists to vaccinate. The measure allows pharmacists
who have been trained and certified to vaccinate, to administer all CDC recommended
vaccinations to adolescents with a prescription and to adults without a prescription but in
accordance with a protocol. It also requires pharmacists to notify an individual’s primary care
provider of the vaccination.

In 2009, there were about 500 Maryland pharmacists trained and certified to provide
vaccinations. Today, there are over 3,000 pharmacists from all across the state trained and
certified to provide vaccinations. We expect that number to increase even more throughout
the coming years, as the new law went into effect this October.

Recognizing the importance of primary care, one other feature of the new Maryland law is that
pharmacists administering vaccinations are required to notify primary clinicians and report
those vaccinations to ImmuNet, the Maryland immunization registry. ImmuNet has the
capacity to receive those records directly electronically from pharmacy information systems.
Currently, four large pharmacy chains representing 379 sites throughout the state—and
thousands of immunizations annually—are reporting directly electronically from their existing
pharmacy information systems into ImmuNet.
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Primary care clinicians can then obtain information directly from pharmacies as well as through
the registry.

This reporting should ultimately lead to better coordination of care and vaccination services,
fewer duplicate vaccinations, and better provision of recommended vaccines.
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Is the National Vaccine Plan’s Vision for Immunization
Infrastructure a Brave New World for Immunization?
By L. J. Tan, MS, PhD
Chief Strategy Officer, Immunization Action Coalition
Co-Chair, National Adult Immunization Summit and National Influenza Vaccine Summit

Since the National Vaccine Plan was published, NVPO, in implementing the Plan, has wisely
encouraged and welcomed collaboration with external partners. The NAIS serves as a
wonderful example of the trusted collaboration that can result from external partnerships.
Indeed, NAIIS is part of a responsive framework that now exists to not only connect the efforts
of the agencies within the federal government, but also to connect the federal government
with multiple external partners, through which activities to improve immunization objectives
can be identified and accomplished.

Through Goal 4 of the National Vaccine Plan, which is
focused on the nation’s immunization infrastructure,
the country has significantly improved its ability to | 1. Use evidence-based science to
monitor immunization coverage and vaccine enhance vaccine preventable disease
effectiveness, as well as survey for vaccine preventable surveillance, to measure vaccine
diseases. Recognizing the diversity of the adult z?:ei?f:;ez:.d to measure vaccine
population and adult vaccination providers, NVAC has

updated its Standards for Adult Immunization Practice | 2. Eliminate financial barriers for
to emphasize the responsibility of ALL providers of providers and consurners to facllitate
adult care to assess for, strongly recommend and access to routinely recommended
provide appropriate vaccines, or refer the adult to a vaccines.

provider who immunizes. Our ability to detgct and | 3 create an adequate and stable
respond to outbreaks has been tested with pertussis supply of routinely recommended
and measles, and Hib disease outbreaks, and the vaccines and wvaccines for public
system has responded admirably. However, as pointed health preparedness.

outin t.he -rece.nt NVAC report on th_e 317 program, the 4. Increase and improve the use of
immunization infrastructure is fragile as a result of a interoperable  health  information
lack of resources and from funding cuts, and we must technology and EHRs.

commit resources and continue collaboratively to
maintain this delicate system.

Priorities for Implementation of Goal 4:

The implementation of the Affordable Care Act will play an important role in the elimination of
financial barriers to immunizations for patients. Indeed, no-cost access to recommended
vaccines will be much improved, especially for privately insured persons and those covered
under expanded Medicaid. The NAIIS and others have worked to increase awareness among
providers and the public about the impact of the Affordable Care Act, but continued education
is necessary. Challenges remain, including persistent confusion about vaccine coverage within
the Affordable Care Act. Additionally, the need to improve access points to vaccines for a large
number of newly eligible persons will stress the infrastructure. Vigilance is necessary to ensure
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the adequacy of payment to all providers of immunization services, especially as the Affordable
Care Act improves access.

As we improve the immunization infrastructure, an adequate vaccine supply is necessary.
More significantly, we need to be able to determine the status of vaccine supply at any given
time. As the National Vaccine Plan is implemented, we must continue to respect the
importance of our vaccine manufacturers, and to support continued research and
development into new vaccines, NVPO'’s collaboration with the IOM to prioritize vaccines for
research and development is an excellent starting point.

Integration of IIS into EHRs is necessary to improve assessment, administration, and
documentation of immunizations. Perhaps more importantly, this key component of our
infrastructure will allow us to measure the outcomes from our immunization efforts. As
immunizations, particularly for adults, are provided at multiple access points, the ability to
record immunizations received into an integrated system is critical. If meaningful use is
successfully implemented, health systems, providers, patients, and public health will be able to
harness the data from IIS and EHRs to improve immunization activities.

In conclusion, the remarkable health and cost benefits that we have achieved in immunization
can only be advanced if the nation values the immunization infrastructure that is its
foundation. As a country we need to commit the resources {financial and otherwise) necessary
to advance the bold vision of Goal 4 of the NVP and the progress it promises. In addition, it is
imperative that the existing critical, but often invisible, immunization infrastructure not
collapse as a result of lack of funding or political will. Should this happen, the public will lose
the hard fought gains in immunizations that we have accomplished. -
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Goal 5: Increase Global Prevention of Death and Disease
through Safe and Effective Vaccination

In this section:

72

Commitment to Global Immunization and Polio Eradication

Global Collaboration to Improve Health Systems in Africa

Vaccine Development for Global Populations

Global Introduction of New and Under-utilized Vaccines {NUVI)

Feature: Expanding Global Access to Influenza Vaccines

Feature: MenAfriVac: Saving Lives in Africa through Global Collaboration

Commentary: Fulfilling the Potential of Vaccines to Protect Health and Save Lives around
the World, by Dr. Nils Daulaire

Commentary: Global Health Diplomacy and Immunization, by Ambassador Eric Goosby
Commentary: The Road Ahead, by Dr. Seth Berkley
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Background

Global commitment to immunization programs has achieved unparalieled success in improving
health. Immunizations now save the lives of approximately 2.5 million children around the
world per year. However, vaccine preventable diseases still account for a quarter of deaths in
children under 5 years of age worldwide. It is estimated that 22.4 million children around the
world go without the full benefits of vaccination. HHS recognizes that the health of those in
the United States and the health of people around the world are closely linked. An outbreak of
an infectious disease in another country can impact the health of people in the United States,
just as a scientific discovery made in another country can lead to better treatment for diseases
globally.

In 2010, in a demonstration of global commitment to immunization, partners from all over the
world came together to begin the Decade of Vaccines, which spans from 2010 to 2020. This
international effort aims to extend the benefits of immunization to all individuals and
communities. The Decade of Vaccines Collaboration’s Global Vaccine Action Plan provides a
guiding vision toward achieving this goal. HHS is dedicated to this endeavor, with leadership
from NIH and CDC involved in the leadership council and steering committee of the Giobal
Vaccine Action Plan. This dedication is reflected not only in Goal 5 of the National Vaccine
Plan, but also in the 2011 HHS Global Health Strategy’s objective to reduce infectious disease
worldwide, with vaccine development, use, and evaluation as a key priority.* Additionally,
NVAC's recent report and recommendations on global immunization will inform how HHS can
best continue to contribute to global immunization efforts, consistent with the Global Health
Strategy, Goal 5 of the National Vaccine Plan, and the Global Vaccine Action Plan.

Below, examples of recent advances and successes made by HHS and its partners to increase
global prevention of death and disease through safe and effective vaccination are described.
NVPO helps to coordinate HHS work related to global .immunization and facilitates
collaboration among HHS agencies that work on global immunization issues.

Recent Accomplishments and Progress

Commitment to Global Immunization and Polio Eradication

CDC's Global Immunization Division provides important support for polio eradication, measies
elimination, rubella reduction, integrated vaccine preventable disease surveillance, and
strengthening immunization systems, which has contributed greatly to global immunization
initiatives. In 2011, the Global Immunization Division developed the Global Immunization
Strategic Framework.”® The purpose of the Framework is to articulate CDC’s current goals,
objectives, and strategies for effectively meeting global immunization challenges during 2011—
2015, with the end goal of preventing disease and death, and protecting the health of all
Americans and global citizens through the use of vaccines. '

“* .5, Department of Health and Human Services, (2011). The global health strategy of the U.S. Department of Health and Human Services.
Retrieved from http://www.globathealth.gov/global-programs-and-initiatives/global-health-strategy/

“ US. Centers for Disease Control and Prevention. (2011). Global immunization strategic Jramework 2011-2015. Retrieved from
http://www.cde.gov/globalhealth/gid fframework/ '
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CDC has been fighting to reduce the incidence of polio in all parts of the world since the 1950s,
and global collaboration to eradicate polio through the Global Polio Eradication Initiative (GPEI)
is the latest development in CDC's polio efforts. Launched in 1988, GPEI has been the largest
public health initiative in history, spearheaded by national governments, CDC, Rotary
International, WHOQ, the United Nations Children’s Fund (UNICEF}, and the Bill & Melinda Gates
Foundation. In December 2011, Dr. Thomas Frieden, Director of CDC, activated CDC's
Emergency Operations Center to provide additional support for the push to eradicate polio.
CDC prepared quarterly risk assessments measuring progress toward meeting goals outlined in
the GPEI 2010-2012 strategic plan, and continues to provide essential leadership to the efforts
to achieve important milestones on the path to polio eradication.

USAID has also been a leader in polio eradication efforts, supporting the implementation of the
polio endgame strategy by providing support to surveillance and laboratory capacity in 23
countries. At the global level, USAID supports work to accredit the 148 laboratories in the polio
laboratory network. At the regional level, USAID supports WHO to convene country and
regional activities including certification commissions, regional advisory groups, cross-border
meetings, and support training and technical meetings. At the country level, USAID provides
funding support for the full-time surveillance officers who conduct polio surveillance and
community mobilization efforts aimed at increasing demand and acceptance of immunization.
All of these activities have been a focus of USAID for many years, and are currently ongoing as
partners around the world work together to eradicate polio once and forall.

CDC is a leader in the WHO coordinated global laboratory networks that provide data for
vaccine preventable disease surveillance and evaluation of vaccine effectiveness and
implementation studies, helping to advance the fight against polio and other vaccine
preventable diseases. Recent efforts include working with WHO to ensure accreditation of
polio, measles, and rubella laboratories in key endemic and outbreak-affected countries. CDC
has also increased global lab capacity to support vaccine preventable disease surveillance
through transfer of CDC-developed polio, measles, and rubella virus genetic detection and
characterization technologies. CDC conducts training in diagnostics and proficiency testing for
global rotavirus network laboratories and monitored circulating rotavirus strains to detect
emerging strains that may escape vaccine protection.

Global Collaboration to Improve Health Systems in Africa

One of the objectives of Goal 5 is to build and strengthen multilateral and bilateral partnerships
and other collaborative efforts to support global immunization. A prime example of this type of
collaboration is the support USAID and CDC are providing the African Field Epidemiology
Network (AFENET), a nonprofit organization and networking alliance dedicated to helping
Ministries of Health in Africa build strong, effective, sustainable programs and capacity to
improve public health systems in African countries. This collaborative effort used the Field
Epidemiology and Laboratory Training Program (FELTP) of AFENET to strengthen field
epidemiology and public health laboratory capacity toward addressing public health priority
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problems in sub-Saharan Africa. In 2012, a USAID-funded cohort of 11 master’s-level students
began immunization-related projects addressing formative and operational research questions
to inform country-specific health service delivery.

Vaccine Development for Global Populations

Diseases caused by pneumococcus bacteria kill about one million children under age 5 each
year, In 2010, FDA began a two-year collaboration with PATH, a nonprofit organization
dedicated to global health, to advance the development of a vaccine to protect children
against pneumococcal disease. As a part of this collaboration, FDA scientists successfully
.adapted an FDA-method of conjugation (conjugation is a specific vaccine development
technique) that they had previously developed for a vaccine to prevent meningitis in Africa, to
. the preparation of a different type of pneumococcal vaccine. Following this accomplishment,
beginning in May 2012, FDA scientists trained staff from China’s Chengdu Institute of Biological
Products for five weeks in FDA laboratories to perform this adapted conjugation technique and
transferred the technology to them at no cost for their work in advancing the development of
cost-effective vaccine candidates for use in other parts of the world.

Ixiario, a vaccine to prevent Japanese encephalitis (JE) produced by Novartis, received FDA
approval in May 2013 for use in children as young as 2 months of age. JE is a mosquito-borne
virus that is the most common vaccine preventable cause of encephalitis in Asia. Another JE
vaccine is no longer being produced, and all doses of that vaccine expired in May 2011. JE
vaccine is recommended for travelers who plan to spend a month or longer in endemic areas
during the JE virus transmission season. This would include U.S. military personnel and their
dependents deployed to Asia.

Global Implementation of New and Under-utilized Vaccines (NUVI)

Goal 5 emphasizes the importance of supporting NUVI to prevent diseases of public health
importance around the world. One new vaccine that shows exceptional promise is ROTAVAC,
a rotavirus vaccine that was manufactured and tested in India, where rotavirus claims the lives
of approximately 100,000 children each year. The development of this vaccine resulted from a
public and private collaboration involving NiH/NIAID, CDC, the India Ministry of Science and
Technology, Department of Biotechnology, Bharat Biotech, Stanford University School of
Medicine, the Bili & Melinda Gates Foundation, the Research Council of Norway, the United
Kingdom Department for International Development, and PATH. In May 2013, results from a
Phase Il clinical trial of the vaccine were announced: the trial found ROTAVAC to be safe and
effective.”’ Bharat Biotech plans to file for registration of the vaccine in India, and if licensed
for use in that country, it would provide a less costly alternative to already existing rotavirus
vaccines.

Immunization is a central component of USAID's strategy to end preventable child and
maternal deaths, USAID supports countries’ access to vaccines through its financial, strategic

¥ Fauci, A. 5. (2013}, Statement: Results af the ROTAVAC rotavirus vaccine study in India. Retrieved from
http://www.ntald.nih.gov/news/newsreleases/2013/Pages/ROTAVAC. aspx
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and technical contributions to GAVI. GAVI's mission is to save the lives of children and protect
health by increasing access to immunization in low-income countries. In 2011, USAID made a
three-year, $450 million funding pledge to GAVI bringing USAID’s GAVI contributions to over $1
billion. Additionally, in 2012 alone, USAID’s technical contributions included support of 11 GAV]
applications, 14 new vaccine introductions, 10 new vaccine launches, nine post-vaccine-
introduction evaluations and one WHO Expanded Programme on Immunization vaccine
coverage evaluation, Given the rapid increase in the number of vaccine introductions in the
next few years, USAID anticipates the need to continue technical support to countries in
collaboration with other partners in the field.

CDC’s National Center for Immunization and Respiratory Diseases (NCIRD} {particularly the
Divisions of Bacterial and Viral Diseases) works closely with GAVI, as part of the Accelerated
Vaccine Initiative, to support introduction of pneumococcal conjugate vaccine and rotavirus
vaccines in low- and middle-income countries. Over the last year, a total of 26 GAVI countries
introduced pneumococcal conjugate vaccine, To date, 47 countries around the world have
introduced rotavirus vaccines through their national immunization programs, including 15
GAVl-eligible countries. CDC provided assistance to WHO and GAVI in supporting these
introductions. CDC supported many countries to assess the impact of vaccine preventable
diseases prior to vaccine introduction and is assisting countries in evaluating the impact of the
vaccines, conducting surveillance and case-control studies, and monitoring adverse events such
as intussusception (for rotavirus),

Expanding Global Access to Influenza Vaccines

Though influenza vaccines have been used routinely in the United States for many decades,
they are not commonly available in the developing world. In 2006 WHO initiated a Global
Action Plan for Influenza Vaccines (GAP) to increase the availability and use of seasonal and
pandemic influenza vaccines worldwide. ASPR/BARDA has made significant contributions to this
effort, providing support to develop in-country influenza vaccine manufacturing and to develop
biomanufacturing training courses that have trained more than 250 scientists from around the
world, with the goal of increasing vaccine manufacturing capacity in developing nations. The
GAP was revised and updated in 2011 and continues to support developing country
manufacturers in the development of new influenza vaccines based on lessons learned from
the 2009 HIN1 pandemic. The GAP encourages vaccine uptake through policy changes and
targeted communications to complement the “push” mechanisms of direct assistance to
manufacturers.

Since 2006, ASPR/BARDA has provided grants in excess of $60 million to help WHO strengthen
the capacity of developing countries to manufacture influenza vaccine, The grants were used
to improve pandemic influenza vaccine manufacturing infrastructure in developing countries,
provide training on influenza vaccine manufacturing, and assist developing countries with the
development and distribution of technologies for pandemic influenza vaccines.
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In support of GAP, the Office of Global Affairs (OGA) cohosts a series of workshops with WHO.
These workshops represent an important partnership effort with WHO, desighed to support
and inform the implementation of the GAP for the creation of regionally based and sustainable
vaccine production capacity in developing countries through capacity building and technology
transfer. The workshops are attended by staff from governments, international donor
organizations, academic institutions, vaccine manufacturers, and other key stakeholders. Staff
from CDC, FDA, NVPO, and ASPR/BARDA participate in the workshops to share their
experience, knowledge, and expertise with country participants. Topics include technology
transfer, regulatory capacity building, global workforce development, health and economic
impact of influenza, business modeling for sustainability, and communications on influenza
vaccines.

Since 2010, OGA has held seven workshops, five of them in the last two years. Over 110
participants from more than 30 countries have attended each of these workshops. Each
workshop generates a new group of technical experts who come into the fold of new partners:
regulators, epidemiologists, researchers, policy makers, communication experts, financial
ministries, and many others. Many topical initiatives have emerged from these workshops:

e FDA’s continuing work with manufacturers in de\)eloping countries to strengthen their
regulatory capacity.

e (CDC leveraging its international surveillance collabeorations and research portfolio to
transform disease burden data into communications and cost-effectiveness data that
will help Ministries of Health and international partners to make decisions about
introduction and expansion of influenza vaccination. -

s WHO maintaining workforce training initiatives and public:private partnerships with
universities and academic centers for the grantee vaccine manufacturers,

s WHO facilitating Influenza Vaccine Communication Plan workshops to directly develop
country-level risk-communications and vaccine uptake messaging strategies.

Of particular note is the fact that the OGA-WHO workshops provide a forum to facilitate and
generate new partherships, The African Vaccine Manufacturing Initiative (AVMI) is a notable
new partnership formed through the workshop series in 2011. AVMI brought together 12
vaccine manufacturers in Africa, for Africa, This major initiative was formally announced by
the President of Benin at the Africa Union meeting in January 2013. '

MenAfriVac: Saving Lives in Africa through Global Collaboration

For far too long, meningococcal meningitis has been a punishing disease, especially in sub-
Saharan Africa where its tragic toll can be measured in very significant human, social, and
economic losses. It kills 10 percent of people it infects within two days after they start showing
symptoms. Although an antimicrobial drug saves large numbers of infected individuals, about
10 percent die from the infection and about 10 to 20 percent of survivors develop mental
retardation, hearing loss, or seizures,
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After the largest meningitis epidemic in African history swept across sub-Saharan Africa in
1996-97 and killed 25,000 people, African ministers of health turned to WHO for help. In’
response to this, the Meningitis Vaccine Project (MVP) was created. This partnership between
WHO, PATH, HHS, USAID, the Bill & Melinda Gates Foundation, the Michael & Susan Dell
Foundation, GAVI, UNICEF, and others led to the development of MenAfrivac. MenAfriVac is
now saving lives in African countries where meningitis epidemics have ravaged populations for
a century.

MVP's goal was to develop, test, and license a new type of cost-effective vaccine against group
A meningococcus bacteria, which could protect people before an epidemic began. The new
vaccine used conjugation technology, where a chain of sugars connects to a protein that the
immune system responds to very well. When MVP hit a hurdle during the development stage,
FDA/CBER’s scientists provided an alternative conjugation technology that was more efficient
and less costly. Through a technology transfer agreement, FDA provided the technology to
MVP via PATH, with help from NIH. Scientists at FDA/CBER also developed reagents for
evaluating the vaccine’s performance and safety and developed methods to monitor the
manufacturing process, MVP had partnered with the Serum Institute of India Limited, a
developing-country vaccine manufacturer, to make the new conjugated vaccine. Scientists
from the Serum Institute spent time at FDA to learn the conjugation method to manufacture
the vaccine.

USAID supported the business case for vaccine development, including the socioeconomic
impact of meningitis outbreaks in endemic countries. Once a candidate vaccine was developed,
CDC and FDA provided extensive laboratory testing services for the necessary clinical studies.

In December 2009, the new vaccine, MenAfriVac, was licensed by India, and by June 2010,
WHO had prequalified the vaccine. USAID, through GAVI, purchased vaccine and supported
higher programmatic costs associated with campaigns after a licensed and WHO prequalified
vaccine was available. MenAfriVac is the first vaccine developed specifically for African
populations and is affordable to low- and middie-income countries at less than 50 cents a dose
{(compared to more than $80 for one dose of other meningitis vaccines}). It also is the first
meningitis vaccine that can be used on infants and is expected to create immunity that lasts at
least ten years.

Early in December 2010, MVP began a vaccination campaign with MenAfriVac aimed at
protecting millions of people in West Africa from meningococcal disease. On December 3,
2012, PATH announced that the 100 millionth person had received the vaccine, It is anticipated
that by the end of 2013, 150 million people will have been vaccinated with MenAfriVac. The
success of MenAfrivac demonstrates what can be accomplished when governments,
organizations, and industry work together.
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Fulfilling the Potential of Vaccines to Protect Health and

Save Lives around the World
By Nils Daulaire, MD, MPH
Assistant Secretary for Global Affairs
U.S, Department of Health and Human Services

Vaccines are at the very top of public health’s greatest success stories, averting millions of
deaths annually.*® But precisely because of immunization's enormous impact, we must do
more to increase the use of existing vaccines and accelerate the discovery and development of
new ones. No parent should have to experience their child dying from a vaccine preventable
disease, yet every year 1.5 million children who have not been adequately immunized die
before reaching their fifth birthday. And in today's world, vaccines are no longer just to save
the lives of children. With continued discovery of new vaccines against viruses proven to cause
cancer, such as the HPV* and hepatitis B,* we have the capability to prevent nearly 874,000
adult deaths each year.

Preventing infectious diseases, both within the United States and around the world, is a key
objective of the HHS Global Health Strategy. As our National Vaccine Plan acknowledges,
access to safe and effective vaccines is one of the most powerful tools we have to stop the
spread of disease. Developing and disseminating vaccines cannot be done by one agency or
country alone. As the MenAfriVac story demonstrates, successes come from collaboration
with other U.S. departments and agencies, nongovernmental organizations, international
organizations, and the governments of other countries. Through multilateral capacity building
efforts, low- and middle-income countries are now beginning to build seasonal influenza
vaccine manufacturing capacity to support pandemic preparedness by producing vaccines for
their own countries and regions with less reliance on the United States and other developed
countries. This expanded and diversified capacity makes all of us safer and more secure.

Ensuring access also requires putting an end to disproven and unfounded claims about the
safety and purpose of vaccinations. Although scientifically debunked, the oft-echoed belief
that certain childhood vaccinations lead to autism has resulted in hundreds of thousands of
children around the world being denied lifesaving immunizations, even in wealthy
communities. We have also seen unfounded rumors derail giobal immunization efforts and
lead to unnecessary illness and death. In Nigeria, a mass boycott followed false stories that the
polio vaccine was a Western ploy to spread HIV and sterilize Muslim girls. This immunization
boycott led to a rash of new polio infections in the country, and to the further spread of the
polio virus to a dozen other countries as far away as Indonesia.

% world Health Organization. [2013). immunization coveroge fact sheet. Retrleved from
http://www.who.int/mediacentre/factsheets/fs378/enfindex.htm] (exit link disclaimer}

% \world Health Organization. (2010). Human papiflomavirus {HPV). Retrieved from http://www.who.Int/immunlzation/topics/hpv/en/ {exit link
disclaimer) - '

* world Health Organization. (2013). Hepatitis 8 fact sheet. Retrieved from http://www.who.Int/mediacentre/factsheets/fs204/en/ {exit link
disclaimer)
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The medical truth is proven and straightforward: vaccines are safe, effective, and save
hundreds of thousands of lives every day. Yet, while we celebrate the successes of vaccines, we
must also acknowledge the work left to be done. The world still suffers from many potentially
preventable diseases for which no effective vaccine yet exists, including HIV, TB, malaria, and
hepatitis C.  Continued research is crucial to developing new vaccines for these and other
diseases that kill and disable. In the meantime we need to work towards universal access for
existing vaccines so that every person in the world receives the full benefit of the greatest
contribution that science has made to public health.
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Global Health Diplomacy and Immunization
Ambassador Eric P. Goosby, MD
Special Representative for Global Health Diplomacy and U.S. Global AIDS Coordinator
U.S. Department of State

Goal 5 of the National Vaccine Plan protects the health of the American public and addresses
human suffering globally by reducing the burdens of morbidity and mortality, of vaccine
preventable illnesses.

The Office of Global Health Diplomacy was established within the U.S. Department of State to
add the skills and abilities of the diplomat to the pursuit of U.S. global health priorities.
Diplomatic expertise complements the considerable technical, systems strengthening, and
development capabilities applied by personnel of federal agencies like HHS and USAID,

Successfully implementing the global elements of the National Vaccine Plan is contingent on
productive engagement with multilateral institutions like WHO, and partner governments
around the world who we support and depend upon to successfully scale surveillance of
vaccine preventable illnesses and sustainable immunization programs. Many milestones can
already be celebrated, but we must use every tool at our disposal —including the soft power of
diplomacy — to have finite resources stretch as effectively as possible.

{ am delighted to salute the considerable progress already underway in implementing the 2010
National Vaccine Plan here at home and around the world. Internationally, we have helped
low- and middle-income countries increase their capacity for vaccine production, made great
strides in polio eradication, and have launched important public-private partnerships like
MenAfrivac, and the Pink Ribbon Red Ribbon Alliance to address meningitis and HPYV,
respectively.

in the coming year we will look for expanded opportunities to have our ambassadors and
diplomats around the world contribute to even stronger and more productive bilateral and
multilateral relations associated with our global health priorities. This will help to speed the
day when we all celebrate the broadest possible coverage of protective vaccines.
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The Road Ahead
By Seth Berkley, MD
Chief Executive Officer, The GAVI Alliance

The last decade has seen remarkable progress in global immunization, huge strides that have
and are continuing to transform the health, lives, and futures of millions of families around the
world. Global immunization rates have risen from 73 percent in 2000 to 83 percent, with the
largest increases coming from low-income countries, and the total number of unimmunized
children has fallen from 32.9 million to 22.6 million over the same period. But while such
advances are to be applauded, it would be a mistake to confuse progress with a job done.

In terms of the scale of what needs to be done, the reality is that we have only just begun, and
considerable challenges still lie ahead. For, while increases in immunization coverage are cause
for celebration, they merely represent the number of children in receipt of their third dose of
diphtheria-pertussis-tetanus {DPT} vaccines, the current gauge for routine immunization. Yet
when you factor in the number of children that are fully immunized with the range of WHO-
recommended vaccines, a very different picture starts to emerge. WHO recommends that
every child receives 11 antigens—Bacillus Calmette-Guérin vaccine, DPT, measles, polio,
hepatitis B, Hib, pneumococcal, rotavirus, and rubella—but currently only 5 percent of children
are fully immunized in this way.

Organizations like my own, the GAVI Alliance, are making some headway by moving beyond the
DPT model and introducing more effective vaccines like the 5-in-1 pentavalent vaccine, which
combines DPT with hepatitis B and Hib. And besides providing the world's poorest children
with better access to a broader range of vaccines, we are also finding ways to shorten the time
it takes for new vaccines to reach them. Recently introduced vaccines, such as pneumococcal
and rotavirus vaccines, protect against the two diseases that kill more children in developing
countries than any others. We are also expanding beyond children. Cervical cancer now rivals
chitdbirth as a cause of death in young women. This year developing countries began exploring
the addition of HPV to their vaccination program for girls 9—11 years old.

But if we are to ever see every child on this planet fully immunized, then we need to do more.
Through global collaborations we can secure adequate resources for immunization, develop
supportive health systems and infrastructure, and work with countries to train health workers,
all of which will help maximize the benefits of vaccines around the world for years to come.
Indeed, this is the goal of the Decade of Vaccines Collaboration. Through the development of
the Global Vaccine Action Plan, the Decade of Vaccines aims to find new and effective ways to
stimulate the discovery, development, and delivery of lifesaving vaccines. Through global
collaborations, we now have the opportunity to extend, by 2020 and beyond, the full benefits
of immunization to all people, regardiess of where they are born, who they are, or where they
live, thus saving lives, reducing morbidity, and allowing children around the world to grow to
their full potential.
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Conclusion and Future Direction of the National Vaccine
Plan

This report represents a collaboration between HHS agencies and other federal partners to
describe progress they have made in all parts of the national immunization system, and the
ongoing work of NVPO to coordinate this progress. The wide variety of stakeholders, projects,
and programs represented in this document demonstrates that no single agency or
organization can do all the work needed to maintain and improve the U.S. immunization
program. Through this work, HHS, USAID, DoD, VA, and other federal and nonfederal partners
are collectively moving immunization forward in the United States, and contributing to major
advances in global immunization.

As we enter 2014, leaders at HHS are analyzing the immunization landscape to identify priority
areas to address in the near future. A clear priority for HHS is the implementation of the
Affordable Care Act and communicating effectively about elements of the law that will directly
affect the public, such as expansion of access to health insurance and the coverage of
recommended clinical preventive services, including immunizations, with no cost sharing. This
work has already begun and will be ongoing throughout the next few years as the law is fully
implemented. To address low adult immunization rates, HHS is developing a strategic plan for
adult immunization that will guide ongoing work. HHS and its partners are also focused on
improving coverage rates of HPV vaccine in adolescent girls and boys. Other important
priorities include improving bidirectional exchange between EHRs and IS for better
documentation and innovation in vaccine development. Future reports will provide updates
on these key issues, as well as advances in all other elements of the national immunization
program.

When developed in 2010, the National Vaccine Plan had a 10-year vision. Given the dynamic
nature of the field, the ASH asked NVAC to conduct a midcourse review. This midcourse
review, done in conjunction with HHS and its federal partners and facilitated by NVPO, will
result in recommendations for adjustments to implementation that would be beneficial to the
public and global vaccine community. The review also will lead to future advances and
achievements that will benefit the overall U.S. vaccine and immunization enterprise, and these
improvements will be covered in future State of the National Vaccine Plan annual reports.

Along with the work described in this report, HHS agencies and offices have been working to
carry out the strategic action steps that were laid out in the National Vaccine Plan
Implementation, 2010-2015. Updates on this progress are summarized in Table 3. An
overview of the historical contributions and recent achievements of NVAC is also presented,
and NVAC Chair Dr. Walter Orenstein has provided a commentary on NVAC's recent report and
recommendations on global immunization. Additionally, an overview of progress that has
heen made toward the achievement of Healthy People 2020 immunization and infectious
disease objectives has been provided by the HHS Office of Disease Prevention and Health
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Promotion, the CDC National Center for Health Statistics, and the CDC National Center for
Immunization and Respiratory Diseases.
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U.S. Department of Health and Human Services

The National Vaccine Advisory Committee (NVAC): Historical Contributions
and Recent Accomplishments

NVAC was established in 1987 and held its first meeting in 1988. its purpose is to advise and
make recommendations to the ASH, who serves as the Director of the National Vaccine
Program, on matters related to the goals of the National Vaccine Program. As the external
federal advisory committee that oversees the National Vaccine Program, NVAC also monitors
and provides feedback on the updating and implementation of the National Vaccine Plan. The
Director of NVPO acts as a liaison between the ASH and NVAC, coordinating and facilitating
communication and collaboration between the ASH, NVPO, HHS, and NVAC. In this way, the
Director of NVPO and NVPO staff ensure that the ASH’s priorities for vaccines and immunization
are communicated to NVAC, that the recommendations of the committee on the
implementation of the National Vaccine Program's responsibilities and the National Vaccine
Plan are communicated to the ASH for his or her consideration.

NVAC brings together nonfederal subject matter experts from all areas of the field of
immunization, including scientists, public health officials, and industry leaders. Its membership
is composed of 15 representatives from public and private organizations, including vaccine
manufacturers, insurance providers, physicians, state and local health agencies, and nonprofit
organizations and the public. To ensure that all members are truly qualified to serve on NVAC,
the legislation establishing the committee requires all nominees to be evaluated by the 10M
before they can be appointed. In addition, to ensure optimal coordination of the National
Vaccine Program, representatives from governmental agencies that contribute to the National
Vaccine Program serve as ex-officio members on NVAC. Chairs of other vaccine and
immunization-related federal advisory committees also serve as members in an ex-officio
capacity on NVAC (e.g., CDC's ACIP, FDA’s VRBPAC, and HRSA's Advisory Commission on
Childhood Vaccines [ACCV]). (NVAC’s membership roster can be found on the NVPO website.*?)
NVAC meets in person three times a year in Washington, DC; to hear and comment on timely
information relating to the issues in vaccines and immunization that need attention.

NVAC does its work mainly through working groups, which meet regularly outside of the three
annual in-person NVAC meetings. NVAC working groups are developed to explore specific
vaccine-related issues in depth, bring their findings back to NVAC for discussion, and develop
recommendations for the full committee to consider. If recommendations are accepted by the
full committee, they are submitted to the ASH for his or her consideration to guide HHS’s work
on these topics. Both NVAC members and nonmember experts participate on these working
groups. Working group recommendations lay out possible solutions for HHS and its partners
that will remove barriers to achieving national goals for immunization, as identified by Healthy
People 2020 and the National Vaccine Plan. Currently, NVAC has three active working groups

2 1J.5. Department of Health and Human Services: National Vaccine Program Office. {2013). NVAC membership/roster. Retrieved from
http://www.hhs.gov/nvpo/nvac/rosterfindex.html
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considering available evidence and developing recommendations on HPV vaccination
coverage, maternal immunization, and vaccine hesitancy/confidence and its impact on
childhood immunization coverage, which were identified as important areas by the ASH, and
align with Healthy People 2020 goals for immunization and infectious disease.

By bringing together stakeholders that represent all areas of immunization, NVAC is capable of
providing advice and insights into the full range of vaccine- and immunization-related activities
in the United States. Through continuous monitoring and feedback into the immunization
system, NVAC ensures that the work of HHS, the U.S. government, and its many stakeholders is
being directed appropriately to achieve the goals of the National Vaccine Program as outlined
in the Public Health Service Act™:

* Vaccine research.

s Vaccine development.

s Safety and efficacy testing of vaccines.

» Licensing of vaccine manufacturers and vaccines.

s Production and procurement of vaccines.

» Distribution and use of vaccines.

s FEvaluating the need for, the effectiveness of, and adverse effects of vaccines and
immunization activities.

s Coordinating governmental and nongovernmental activities.

s Funding of federal agencies.

Historical Contributions and Recent Accomplishments of NVAC

During its 25 years of leadership, NVAC has addressed concerns in all parts of the immunization
system. Through its review of issues in vaccine research and development, vaccine safety,
vaccine communications, and vaccine delivery, and most recently, through HHS’s contributions
to global immunization efforts, NVAC has provided key recommendations and made major
contributions to strengthening the national immunization system.

Immunization Across the Lifespan

Traditionally, immunization has been associated with the prevention of serious childhood
infections. NVAC has worked to both strengthen the childhood immunization system and
identify program needs to foster the development and use of vaccines across all stages of life.
This is important given that vaccine preventable diseases can infect and harm people during
childhood, adolescence, and adulthood, and can also infect and harm pregnant women.

Childhood immunization

Opportunities to improve our childhood immunization program moved into the spotlight
during the measles epidemic in the United States in 1989-1991.>* The nation experienced a
marked increase in measles cases during this time, resulting in tens of thousands of cases of

* public Health Service Act, 42 U.5.C. § 300aal. Retrieved from hitp://www.hhs.gov/nvpe/about/legislation.pdf
* U.S. Centers for Disease Control and Prevention. {1991}. Current trends measles — United States, 1990. Morbidity and Mortality Weekly
Report, 40(22), 369-372. Retrleved from hitp:/fwww.cdc.gov/mmwr/preview/mmwrhtmI/00001999.htm
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measles and more than one hundred deaths. Almost half of all cases occurred in unvaccinated
pre-schoot children, mostly minorities. The principal cause for the epidemic was the failure to
provide measles vaccine on schedule to young children.

In an effort to analyze the situation and provide solutions, NVAC released their 1991 report, The
Measles Epidemic: The Problems, Barriers, and Recommendations.” NVAC noted in their report
that there were barriers in the health care system to obtaining immunization, most notably
inadequate access to care and inadequate public awareness of the importance of
immunization. This report contributed to the strengthening of our immunization system and
played an important role in major reform of immunization financing for childhood vaccines.
Through an act of Congress, the federally funded VFC was created. This program provides
vaccines at no cost to some of the neediest children (e.g., those eligible for Medicaid, those
without insurance, and American Indians/Alaska Natives) who might not otherwise be
vaccinated because of inability to pay. The VFC provides vaccines for children to both private
and public providers so children can be vaccinated in their medical homes by their primary
doctor. VFC also covers provision of free vaccines in federally qualified health centers for
children with insurance but whose insurance does not cover immunizations.

NVAC has made many other contributions to the childhood immunization system. For example,
in 1992, NVAC provided guidance on the establishment of Standards for Pediatric Immunization
Practices, which were created to provide national guidelines on best practices for immunization:
providers in all areas of the health care system. By changing the practices that contributed to
the low immunization rates leading to the 1989-1991 measles epidemic, and establishing new
policies that promote on-time immunization for children according to the recommended
schedule, the Standards help to keep coverage rates high and prevent outbreaks of vaccine
preventable diseases. The Standards were revised and updated under NVAC's supervision in
2003.°®

With the use of recommended childhood vaccines, the rates of vaccine preventable diseases in
children are at historically low levels. Although vaccines, like any drug or medical treatment,
have their risks, research has shown childhood immunization and the childhood vaccine
schedule to be very safe. However, a small subset of parents in the United States is refraining
from vaccinating their children, or choosing to follow alternative vaccination schedules. To
better understand this phenomenon and create strategies to prevent the small number of

children who have not been fully vaccinated from growing, an NVAC working group is

examining the issue of vaccine confidence among parents of children aged 0-6 years.

This working group is currently reviewing the available evidence and literature concerning how
confidence in vaccines and in our immunization program and services impacts the optimal use

** National Vaccine Advisory Committee. {1991}, The measles epidemnic: The prablems, barriers, and recommendations. JAMA, 266{11), 1547-

1552. Retrieved from http://www.ncbi.nlm.nih.gov/pubmed/1880887

5 National Vaccine Advisory Committee. {2003). Standards for Chifd and Adolescent Immunization Practices. Pediatrics, 112, 958-963.
Retrieved from http://archive.hhs.gov/nvpo/mvac/documents/Standard sCAlmm.pdf
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of recommended childhood vaccines in the United States. After considering the available
information on this topic, the working group will issue recommendations to the ASH on how to
best measure confidence in our vaccines and vaccination recommendations as well as our
immunization programs, and types of interventions that may be needed to ensure that
parental confidence does not become an impediment to optimal use of vaccines to prevent
serious childhood infections and their consequences.

Adolescent and adult immunization

Through the VFC program, routine immunization is provided to eligible children through age
18. However, rates of routine immunization for both adolescents and adults have continued to
fall below Healthy People 2020 goals. Low coverage stems from a variety of issues. For
example, adolescents and adults have fewer preventive care visits with health care providers
than infants and young children, resulting in fewer opportunities to vaccinate. Additionally,
providers often neglect to vaccinate adolescents and adults at sick visits, resulting in many
missed opportunities. QOverall, much work is needed to change the culture of adolescent and
adult immunization in order to increase coverage.

NVAC has d_one a great deal of work to provide guidance on how to address this issue, both for
adolescents and adults, throughout the past 25 years.

Adolescent immunization

Since 1998, NVAC has drawn attention to the issue of low adolescent vaccination rates through
resolutions, recommendations, and oversight. Following a resolution on adolescent vaccine
coverage in 1998, NVAC included adolescents in the Standards for Immunization Practice in
2003. In 2008, the NVAC working group on adolescent immunization released
recommendations on how to increase routine adolescent immunization coverage, with their
major recommendations focusing on strategies to reduce the number of missed opportunities
to immunize adolescents,” including

« Promoting and strengthening the delivery of vaccines in the medical home during both
preventive and nonpreventive care visits.

e Exploring the possibility of vaccinating adolescents outside of the medical home, in
locations such as schools, pharmacies, retail locations, hospitals, etc., and promoting
the implementation of vaccination services in those locations.

¢ Promoting the use of IIS {i.e., immunization registries) for adolescents.

¢ Improving surveillance of adolescent vaccine coverage and adverse events following
immunization.

Uptake of the HPV vaccine has been low among adolescents and has {eveled off in recent
years. The working group on HPV vaccination is conducting a review of the current state of
HPV immunization to understand the root causes for the observed relatively low vaccine
uptake of HPV vaccine (both initiation and series completion), and to identify existing best

* National Vaccine Advisery Committee. (2008). Adolescent vaccination: Recommendations from the National Vaccine Advisory Committee
Adofescent Working Group. Retrleved from http:/fwww.hhs.gov/nvpo/nvac/adolescentvaccinationrecommend.pdf .
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practices, all with a goal of providing recommendations on how to increase use of this vaccine
in young adolescents,

Adult immunization
NVAC has been working on issues relating to adult immunization since its inception. In 1990,

NVAC oversaw the creation of the first Standards for Adult Immunization, which provide
national guidelines on best practices for adult immunization providers.™ NVAC still serves in
this capacity and oversaw a revision to the Adult Standards in 2013,

Although leaders in the field of vaccines have known of the importance of adult immunization
for many years, the problem remains: Large numbers of adults remain unvaccinated and in
danger of complications or death from preventable diseases. About 42,000 adults die each year
from complications attributed to vaccine preventable diseases.” Despite the high toll vaccine
preventable diseases take on the health of adults, routine immunization rates among adults
remain unacceptably low. In 2009, the ASH asked NVAC to develop recommendations for
establishing a comprehensive and sustainable national adult immunization program to better
address this problem.

In 2011, NVAC released recommendations on how to move toward the removal of barriers to
adult immunization. These recommendations included

¢ |mproving leadership on adult immunization at HHS.
a Allocating appropriate resources for adult immunization.
e Creating a national strategic plan for adult immunization.

NVAC’s recommendations had a large impact on the work of HHS and its partners. Following
the release of NVAC's recommendations, the AITF was formed within HHS to better coordinate
adult immunization work across agencies and offices. The AITF forms the federal component of
the NAIIS, a partnership of more than 140 organizational stakeholders in adult and influenza
vaccine research, production, distribution, administration, and advocacy, committed to
achieving the Healthy People 2020 goals for adult and influenza vaccination. Both the AITF and
the NAIIS are working continuously to identify and carry out sofutions to barriers to adult
immunization. Additionally, there are plans for the development of a comprehensive adult
immunization strategic plan, and a final document should be completed within two years.

identifying “special” populations

Other recent NVAC efforts have focused on increasing immunization in two groups that can
experience a unique impact from vaccine preventable diseases: health care personnel and
pregnant women.

% |J.5. Centers for Disease Control and Prevention. {1990). Health objectives for the nation public health burden of vaccine-preventable
diseases among adults: Standards for adult immunization practice. Morbidily and Mortality Weekly Report, 39(41), 725-729. Retrieved from
http:/fwww.cdc.gov/mmwr/preview/mmwrhtml/00001803.htm

*° Healthy People 2020. (2013). immunization and Infectious diseases topic orea. Retrieved from
hittp:/fwww.healthypeople.pov/2020/topicsobjectives2020/overview.aspx?topicld=23
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Health care personnel both gain and give significant health benefits from receiving an annual
influenza vaccination. Through their immunization against influenza, they both protect
themselves from contracting influenza despite high exposure to sick individuals, and prevent
passing on influenza to vulnerable patients. NVAC made a series of recommendations in 2012
that aimed to address gaps in health care personnel influenza immunization.* In summary,
NVAC recommended that

» Health care personnel employers establish a comprehensive influenza infection
prevention program, including educating health care personnel on the benefits of
influenza vaccination both to them and their patients.

o Health care personnel employers integrate influenza vaccination programs into their
ekisting infection prevention programs.

o The ASH encourage CDC and CMS to continue efforts to standardize the methodology
used to measure health care personnel influenza vaccination rates across settings.

¢ Health care personnel employers strongly consider employer requirement policies for
influenza vaccination of health care personnel in facilities that have implemented the
above strategies yet continue to fail to reach target vaccination coverage goals.

Work by HHS and its partners to address these issues is ongoing and includes the creation of a
comprehensive toolkit for long-term care health care facilities looking to establish a wide-
ranging immunization program for health care personnel.

NVAC only recently began to examine the issue of maternal immunization—immunizing
pregnant women for its impacts on bhoth the mother and the vulnerable newborn. When
certain vaccines are given to pregnant women, the vaccine can prevent serious illness in both
the mother and the baby following birth. In addition, influenza vaccine protects the
developing fetus, reducing the incidence of low birth weight and prematurity. Currently, two
vaccines are recommended for pregnant women: the seasonal influenza vaccine and Tdap.
Because pertussis is most severe in infants in the first months of life before they can be
protected through vaccination themselves, the best way to prevent pertussis in these young
infants is through transfer of immunity from the pregnant mother through a Tdap booster
vaccination during pregnancy. In 2012, the Maternal Immunization Working Group was
formed to examine the existing bhest practices related to maternal immunization, and to
provide recommendations that will contribute to the formation of a maternal immunization
platform for seasonal influenza vaccine, Tdap, and other vaccines in development such as
respiratory syncytial virus and Group B strep.

Vaccine Safety

Vaccine safety is an important element of any immunization program, and NVAC has made
vaccine safety a consistent priority since its founding 25 years ago, issuing reports, resolutions,
and recommendations. Most recently, NVAC reviewed the U.S. vaccine safety system in the

5 National Vaccine Advisory Committee, {2012). Recommendations on strategles to achieve the Healthy People 2020 annual influenza coverage
goal for health care personnel. Retrieved fror http://www.hhs.gov/nvpo/nvac/influenza subgroup final report.odf
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context of achieving the key elements of vaccine safety as outlined in Goal 2 of the National
Vaccine Plan. In 2012, NVAC released a report on the U.S. vaccine safety system, which
provided guidance on the infrastructure needs for a federal vaccine safety system for the 21st
century.Gjl

During the HIN1 pandemic of 2009-2010, NVAC served as a vital resource for HHS and the
public on the safety of the HIN1 pandemic vaccine. In July and August 2009, NVAC made
recommendations on monitoring the safety of the H1N1 pandemic vaccine. These
recommendations dealt with safety monitoring and safety communications. Following these
recommendations, NVAC provided independent oversight of safety monitoring of the HIN1
pandemic vaccine. Starting in December 2009, the NVAC H1N1 Vaccine Safety Risk Assessment
Working Group began to issue monthly reports assessing the safety profile of the 2009 HIN1
pandemic vaccine. These reports led to a final report, which the Working Group presented to
the full committee in February 2012.% The efforts made by the Working Group ensured both
that vaccine safety signals were closely monitored throughout the pandemic, and that this
information was communicated to stakeholders and the public in a rapid and ongoing manner.

Vaccine Financing

The creation of the VFC program ensured that all eligible children would have access to
recommended vaccines, regardless of their parent’s or guardian’s financial means. However,
the VFC does not necessarily guarantee vaccine access to every child or adolescent. For this
reason, NVAC examined the financing of routinely recommended vaccines for children and
adolescents in the United States, identified financial barriers to the effective delivery of
vaccines to these populations, and explored policy options to address these barriers in a 2008
report.63 NVAC made many recommendations to address these financial barriers, including

e Expanding the VFC program to cover underinsured children (i.e., children with insurance
but whose insurance does hot cover immunization) at state and local public health
department clinics. At the time underinsured children could only receive VFC vaccine if
they went to a Federally Qualified Health Center. :

e Funding and improving vaccine administration reimbursement for VFC-eligible children
and adolescents.

e Recommending strategies for federal and state government agencies that would
enhance vaccine access for VFC-eligible children and adolescents.

A few years later, NVAC turned its attention to the Section 317 Immunization Program. Section
317, administered by CDC, provides resources to ensure an immunization infrastructure that

' National Vaccine Advisory Committee. (2011}, White paper on the United States veccine safety system. Retrieved from
http://www.hhs.gov/nvpo/nvac/nvac vswp.pdf :

% National Vaccine Advisory Committee. [2012), HIN1 vaccine safety risk wussessment working group report. Retrieved from
hitp://www.hhs.gov/nvpo/nvac/reportsfvsrawg_report_january 2012.pdf

3 |indley, M. C., Orenstein, W. A, Shen, A. K., Rodewald, L, E., Birkhead, G. S., & NVAC Vaccine Financing Working Group. (2009). Assuring
vaccination of children and adolescents without financial barriers: Recommendations from the National Vaccine Advisory Committee (NVAC).
Retrieved from http://www.hhs.gov/nvpo/nvac/nvacfwereport.pdf
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can support high vaccination coverage levels and ensure low incidence of vaccine preventable
diseases. NVAC's recommendations, published in 2013,% .

s Confirmed the importance of maintaining the Section 317 Immunization Program.

s Reqguested that Section 317 be assessed by CDC in regards to the appropriateness of its
size and scope, and that CDC present these findings to NVAC for deliberation and
discussion.

e Called for innovative and efficient solutions from federal, state, tribal, and local public
health officials that would help move vaccine coverage rates toward Healthy People
2020 goals through efficient means.

In 2013, NVAC has also paid close attention to the implementation of the Affordable Care Act,
which has important implications for vaccine access and financing for the United States. Many
of the concerns raised in the 2008 NVAC report on financing should be resolved through the
full implementation of the Affordable Care Act. Through updates at NVAC meetings from
experts, NVAC has continuously considered the impact that the Affordable Care Act will
actually have on overcoming vaccine financing problems.

Enhancing the Impact and Effectiveness of NVAC

Since its founding, NVAC has made a significant impact on vaccine and 1mmun|zat|on policy and
practice. However, in an effort to ensure that HHS benefitted more fully from NVAC’s unigue
input, RAND Corporation was commissioned to assess NVAC's impact and effectiveness. The
results of this evaluation were released in 2009.%

The evaluation identified several areas in which adjustments would lead to greater
effectiveness of NVAC. Notably, the evaluation found that by creating specific and actionable
recommendations that align with HHS priorities, NVAC could multiply its impact by increasing
the likelihood that its recommendations will be carried out.

Additionally, the evaluation found that by working more closely with the ASH, who directs the
National Vaccine Program, and by being more strategic in the dissemination of their
recommendations, NVAC could have more success in having its recommendations
communicated to those that need to take action {e.g., HHS operating divisions, state and local
health departments, nonprofit organizations, etc.).

Another important issue identified by the evaluation was in the area of monitoring and
tracking the implementation of NVAC recommendations. By doing this, NVAC can measure its
impact on an ongoing basis, and foster accountability among those that are carrying out its
recommendations.

* National Vaccine Advisory Committee, {2013). Protecting the public’s health: Critical functions of the Section 317 Immunization Program — A
report of the National Vaccine Advisory Committee. Public Health Reports, 128, 78-95. Retrieved from
http://www.pubficheaithreports.arg/issueopen.cfm?articlelD=2949 (exit link disclaimer)

“ Ringel, i. 5., Adelson, M., Harris, K. M., Khodyakav, D., & Lugie, N. {2008). Improving the impact and effectiveness of the Natlonal Vaccine
Advisory Committee. Washington, DC: RAND Corporation. Retrieved from http://www.rand.org/pubs/technical reports/TR752.html {exit [ink
disclaimer)
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In the years following the release of this report, NVAC has taken great strides to improve the
way it functions to achieve maximum impact. A close relationship has developed between the
ASH and NVAC, and work has aligned with HHS priority areas more and more over time.
Additionally, NVAC recommendations have become more specific and actionable, and efforts
are being made to better follow through on the implementation and tracking of
recommendations.

Conclusion: Looking Forward

The landscape of health care is shifting with the implementation of the Affordable Care Act, as
millions of adults of all ages are gaining access to preventive clinical health services with no
cost-sharing, including immunizations. NVAC continues to monitor the Affordable Care Act’s
impact on immunization access, along with other emerging areas of importance such as HPV
vaccination coverage, pertussis outbreaks and maternal immunization, and parental vaccine
delay and refusal.

NVAC work on adult immunization continues to come to fruition through efforts being made by
HHS and other partners. These initiatives to create a strong adult immunization system in the
United States will help to support the increased demand for immunization that may be brought
about by the Affordable Care Act. While this new adult immunization system takes shape,
NVAC will play a pivotal role in monitoring its creation,

For the last 25 years, NVAC has played a significant role in enhancing the nation's immunization
efforts. As NVAC persistently improves the approach of its work and focuses its attention on
issues of national importance, its impact and effectiveness continues to grow. Using this new
formula for success, NVAC will maintain their progress in guiding the nation toward reaching its
goals for immunization set out in the National Vaccine Plan and Healthy People 2020.
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Commentary on the National Vaccine Advisory Committee: Historical
Contributions and Recent Accomplishments
By Walter A. Orenstein, MD
Chairperson, National Vaccine Advisory Committee

The major focus of NVAC over the past 25 years has been on enhancing the use of licensed and
recommended vaccines. The measles white paper issued by NVAC in 1991 was a major turning
point that provided what would ultimately be the foundation for the current immunization
system for children. [n addition, NVAC developed standards of practice for providers of
childhood and adult vaccines and issued guidance on how to overcome financial barriers to
receipt of childhood vaccines. While NVAC will continue to contribute in these areas, other
areas that will come into focus for this committee include ensuring progress is made on
prevention of vaccine preventable diseases globally and incentivizing development of new
vaccines and vaccine technologies that are considered high priority.

Improving delivery of currently recommended vaccines in countries throughout the world as
well as development and incorporation of new vaccines into developing country immunization
programs is critical to decrease the substantial infectious disease burdens in these countries.
Improving global immunization is vital from a humanitarian perspective and will play a role in
our own domestic health security. Recent outbreaks linked to measies importations from
other countries vividly illustrate the risks the United States faces for importation of viruses into
the country from other countries resulting in outbreaks. [n 2013, 159 cases of measles have
been reported so far (as of August 24). Of these, 157 (99 percent} were associated with
importations {two cases had an unknown source but presumably were import related since
indigenous transmission of measles has been eliminated in the United States). Import-
associated cases were linked to 42 importations by 23 returning U.S. residents and 19 visitors
to the United States from 18 countries.. These are sobering numbers that increasingly cannot
be ignored, as this represents the highest number of cases in 15 years. Five of the six WHO
Regions have set targets for eliminating measles in their regions within the next few years, and
polio eradication, too, presents an important, urgent calling. Failure to meet the polio
eradication goal in the next few years creates the risk of a major global polio resurgence.

NVAC has developed a comprehensive report on global immunizations that outlines the
current role of the U.S. government as well as future direction, goals, and recommendations.
The NVAC report focuses on six key areas:

1. Tackling time-limited opportunities to complete polio eradication and to advance
measles mortality reduction and regional measles/rubella elimination goals.

2." Strengthening global immunization systems,

3. Enhancing global capacity for vaccine safety monitoring and postmarketing
surveillance.

4. Building global immunization R&D capacity.

5. Strengthening capacity for vaccine decision-making.
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6. Coordination of HHS global immunization efforts.

Moreover, the report calls for a coordinated effort by multiple HHS departments to deliver an
annual report to Congress on progress in these areas. The United States directly benefits from
strong, effective global immunization systems by reducing the risk of disease importations,
strengthening global surveillance for infectious diseases, and contributing to overall global
economic growth and stability through supporting immunization innovation, facilitating
developing country markets, and taking steps to ensure a healthier world.

Advancements in the development of new vaccines and vaccine technologies could ultimately
lead to the prevention of even more infectious disease burdens. NVAC will soon look at what
government efforts are needed to facilitate the development of vaccines, which are considered
high priority. Though vaccine and vaccine technology developments primarily happen in the
private sector, there are important ways the government can and should be incentivizing the
development of new vaccines (e.g., HIV, malaria) as well as new vaccine technologies and
delivery methods (e.g., microneedle patches) that have the potential to increase
immunogenicity, ease delivery, reduce wastage, expand temperature ranges and reduce the
overall burden on the vaccine delivery systems in the United States and abroad.

These two areas, global immunizations and vaccine science innovation, are vital areas for NVAC
to give close attention and unwavering support in coming few years. At the same time, NVAC
will continue to work to ensure optimal use is made of existing vaccines within the United
States to reduce the disease burden that could be prevented by vaccines.
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Healthy People 2020: Status of Immunization and Infectious Disease Goals

For more than three decades, Healthy People has provided science-based, 10-year national
health promotion and disease prevention goals and objectives for improving the health of all
Americans. Launched in December 2010 by the Office of Disease Prevention and Health
Promotion within HHS, Healthy People 2020 establishes benchmarks, sets targets, and
monitors progress over time in order to

1. Encourage collaborations across communities and sectors.
2. Empower individuals toward making informed health decisions.
3. Measure the impact of prevention activities.

The objectives in the Immunization and Infectious Diseases Topic Area focus on increasing
immunization rates for people of all ages, which will reduce the incidence of vaccine
preventable infectious diseases. The National Vaccine Plan was developed with Healthy People
2020 immunization objectives in mind. The plan reinforces the work of HHS and its partners to
achieve the Healthy People 2020 vaccination coverage goals.

Vaccines are among the most cost-effective clinical preventive services and are a core
component of any preventive services package. Childhood immunization programs provide a
~very high return on investment. For example, each birth cohort vaccinated with the routine
immunization schedule (this includes DTaP, Td, Hib, polio, MMR, hepatitis B, and varicella
vaccines) saves 33,000 lives, prevents 14 million cases of disease, reduces direct health care
costs by $9.9 billion, and saves $33.4 billion in indirect costs. Despite the progress made to
date, approximately 42,000 adults and 300 children in the United States die each year from
vaccine preventable diseases. Communities with pockets of unvaccinated and. under
vaccinated populations are at increased risk for outbreaks of vaccine preventable diseases.

Healthy People 2020 data show that in 2011 the majority of childhood and toddler vaccination
coverage rates are at or are higher than their Healthy People 2020 targets. Our challenge is to
.maintain these high coverage rates. In addition, more work needs to be done to improve
adolescent and adult vaccination coverage rates. The National Vaccine Plan provides a
roadmap oh how to protect all Americans from vaccine preventable diseases.
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U.S. Department of Health and Human Services

Web Guide

Stakeholder Websites

Administration for Children and Families (ACF) - http://www.acf.hhs.gov

Agency for Healthcare Research and Quality (AHRQ) - http://www.ahrg.gov

Assistant Secretary for Health {ASH) - http://www.hhs.gov/ash

Assistant Secretary for Preparedness and Response (ASPR) - http://www.phe. gov/about/aspr

Bill and Melinda Gates Foundation - http://www.gatesfoundation.org texit link disclatmer}

Biomedical Advanced Research and Development Authority {BARDA) -
http://www.phe.gov/about/barda

Center for Biologics Evaluation and Research (CBER) -
http://www.fda, gov/aboutfda/centersofflces/offlceofmedlcaIproductsandtobacco/cber

Centers for Disease Control and Prevention (CDC) - http://www.cdc.gov

Centers for Medicare and Medicaid Services (CMS) - http://www.cms.gov

Decade of Vaccines Collaboration - http://www.dovcollaboration.org (ext link disclaimer)

Food and Drug Adrministration {FDA) - http://www.fda.gov

(The) GAVI Alliance {GAVI) - hitp://www.gavialliance.org (exit link disclaimer)

Health Resources and Services Administration (HRSA) - http://www.hrsa.gov

Healthy People Initiative - http://www.healthvpeople.gov

indian Health Service (IHS) - http://www.ihs.gov

Institute of Medicine (IOM) - http://www.lom.edu (exit link disclaimer)

Immunization Action Coalition - http://www.immunize.org (exit link disclaimer)

National Center for Immunization and Respiratory Diseases {(NCIRD) - http://www.cdc.gov/ncird

National Institute of Allergy and Infectious Diseases (NIAID) - http://www,niaid.nih.gov

National Institutes of Health {NIH) - http://www.nih.gov

Nationa! Vaccine Program Office (NVPO) - http://www.hhs.gov/nvpo

NIH Research Portfolio Online Reporting Tools {(RePORT) - report.nih.gov

Office of Globa! Affairs (OGA) - hitp://www.globalhealth.gov

Office of Global Health Diplomacy - http://www.state.gov/s/ghd

Office of the National Coordinator for Health Information Technology (ONC) - http: //www healthit.gov

United Nations Children’s Fund {UNICEF) - http.//www.unicef.org {exit link disclaimer)

U.S. Agency for International Development (USAID) - http://www.usaid.gov

U.S. Department of Defense (DoD) - http://www.defense.gov

U.S. Department of Health and Human Services {HHS) - http://www.hhs.gov

U.S. Department of Homeland Security (DHS) - htto://www.dhs.gov

U.S. Department of Justice (DoJ} - http://www.justice.gov

U.S. Department of State - http://www.state.gov

U.S. Department of Veterans Affairs - http://www.va.gov

World Health Qrganization (WHO) - http://www.who.int (exit link discfaimer)
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U.S. Department of Health and Human Services

Information and Resources for the Public

http://www.vaccines.gov and espanol.vaccines.gov

Vaccines.gov, available in English and Spanish, is the federal gateway to information on vaccines and
immunization for infants, children, teenagers, adults, and seniors. Vaccines.gov provides resources
from federal agencies for the general public and their communities about vaccines across the lifespan.

http://www.flu.gov

Flu.gov provides one-stop access to U.S. government seasonal, HIN1 {swine), H5N1 (bird), H3N2, and
pandemic flu information for the general public, health professionals, policy makers, and community
leaders.

http://www.cdc.gov/vaccines _
This website includes vaccine and immunization information from CDC. Individuals can also contact
CDC with questions about vaccines and immunizations at 1-800-CDC-INFO (1-800-232-4636).

http://www.fda.gov/BiologicsBloodVaccines.default.htm

This website provides information about how the FDA evaluates the safety and effectiveness of
vaccines before they are licensed (approved) for use in the United States, monitors safety and guality
after licensure, and uses available tools to report adverse events following vaccination, The website
also includes information on FDA-approved labeling for vaccines.

http://www.niaid.nih.gov/topics/vaccines
This website provides information about NIAID's role in vaccine research and highlights particular
research projects.

http://www.vaccineinformation.org (exit link disclaimer)
The Immunization Action Coalition provides a wide variety of educational resources for health
professionals and the public on vaccines and the diseases they prevent.

http://vaccine.healthmap.org (exi link disclalmer)

The HealthMap Vaccine Finder is a free, online service where users can search for locations that offer
vaccines, including pharmacies, health clinics, and health departments.

http://vaers.hhs.gov

VAERS is a national vaccine safety surveillance program that collects informatton about adverse events
that occur after the administration of vaccines. Individuals can report a reaction following vaccination
to VAERS online, by fax, or by mail. More information on how to report adverse events following
vaccination can be found on the VAERS website.

http://www.hrsa.gov/vaccinecompensation

The Vaccine Injury Compensation Program provides a way to resolve vaccine injury claims and
compensate those found injured as a result of vaccines. This site provides information about how to
file a claim, a review of adverse events related to vaccines, and answers to frequently asked questions,
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LL.S. Department of Health and Human Services

http://www.healthit.gov/patients-families
Learn about how health information technology, such as electronic health records, can improve health
care for you, your family, and your community.
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Brian H. Corcoran | US Court of Federal Claims

wt of Federal Claims
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Brian H. Corcoran

Brian H. Corcoran was appointed as a Special Master of the United States Court of Federat Claims on January 13, 2014,
He graduated cum laude, with high honors in his major, from Dartmouth College in 1988, He received his J.D, in 1991
from the University of Virginia School of Law.

Mr. Corcoran is a seasoned trial attorney with experience in a wide varlety of legal matters, including intellectuat
property, general commercial disputes, tax matters, and pro bono civil rights and employment discrimination actions.
Untit 2008, he was employed in the private sector, rising to the level of partner in the Washington, D.C. office of
Katten Muchin Resenman LLP. From 2008 to 2014, Mr. Corcoran worked for the Department of Justice, Tax Division, as
a trial atterney, where he obtained numerous permanent injunctions against fraudutent tax preparers and the
promoters of illegal tax schemes across the United States.

Mr. Corcoran is admitted to the bars of New York and the District of Columbia, as well as numerous federat district
couris,
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Herzog, Andrea (HRSA)

From: Jean Public <jeanpublic1@yahoo.com>

Sent: Tuesday, February 18, 2014 12:03 PM

To: Herzog, Andrea (HRSA); americanvoices@mail.house.gov; president@whitehouse.gov
Subject: Fw:pulic comment on federarl register drug pushers for kids to be vaccinated too many times

this agency is nothing but a drug pusher to make alot o fmoney vaccinating kids. they inflate the few
who die from vaccines because most of them have other health issues so it is not really a flu death.
they allow flu vaccine mfrs to produce poisonous vaccines that are not adequately monitored for
safety. its been yearrs that the public has asked where are the eggs coming from since we just had a
million recalled because they are fullof salmonella. the chickens where are those healthy chickens?
raised in the horror that is chicken raising in america today? and what dogs are you takign cells from
to make flu vaccine? why should dogs suffer for a vaccine that is only 50% effective? you never
match up the fiu issues with the vaccines. YET BIG PHARMA ROLLS MERRILY ON FAKING THE
US PUBLIC WITH THE EFFICACY OF THIS DRUG. YOU ARE ALL DRUG PUSHERS. | AM SORRY
| CANT GET TO WASHINGTON TO TELL YOU. BUT THIS COMEMNT IS FOR THE PUBLIC
RECORD FOR THE MEETNIG. PLEASE RECEIPT. JEAN PUBLIC

On Tuesday, February 18, 2014 6:05 AM, jean public <jeanpublic1@gmail.com> wrote:

[Federal Register Volume 79, Number 32 (Tuesday, February 18, 2014)]

[Notices]

[Bages 9235-9236]

From the Federal Register Online via the Government Printing Office [www.gpo.gov]
[FR Dec No: 2014-03441]

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Health Resources and Services Administration

Advisory Commission on Childhocd Vaccines; Notice of Meeting

In accordance with section 10(a} {2) of the Federal Adviscry
Committee Act

[[Page 9236]]

{Public Law 92-463), notice is hereby given of the fellowing meeting:

Name: Advisory Commission on Childhood Vaccines (ACCV).

Date and Time: March 6, 2014, 1:00 p.m. to 4:15 p.m. EDT; March 7,
2014, 9:00 a.,m. to 12:00 p.m. EDT.

Place: Parklawn Building {and via audio conference call and Adobe
Connect), Cenference Room 10-65, 5600 Fishers Lane, Rockville, MD
20857.

The ACCV will meet on Thursday, March 6, 2014, 1:00 p.m. tc 4:15
p.m. EDT and Friday, March 7, 2014, 9:00 a.m. to 12:00 p.m. EDT. The
public can Jjoin the meeting by:

1. (In Person)} Persons interested in attending the meeting [in
person] are encouraged to submit a written notification to: Annie
Herzog, DVIC, Healthcare Systems Bureau (HSB), Health Resources and
Services Administration (HRSA), Room 11C-26, 5600 Fishers Lane,
Rockville, Maryland 20857 or email: aherzog@hrsa.gov. Since this

1 .



meeting is held in a federal government building, attendees will need
toe go through a security check to enter the building and participate in
the meeting. This written notification i1is encouraged so that a list of
attendees can be provided to expedite entry through security. Persons
may attend in person without providing written ncotification, but their
entry into the building may be delayed due to security checks and the
requirement to be escorted to the meeting by a federal government
employee. To request an escort to the meeting after entering the
building, call Mario Lombre at (301) 443-3196. The meeting will be held
at the Parklawn Building, Conference Room 10-65, 5600 Fishers Lane,
Rockville, MD 20857.

2, (Audio Portion) Calling the conference phone number, 877-917-
4913, and providing the following information:

Leaders Name: Dr. Vito Caserta
Password; ACCV

3. {Visual Portion) Connecting to the ACCV Adobe Connect Pro
Meeting using the following URL: https://hrsa.connectsolutions.com/accv/ (copy and paste
the link into your browser if it does not work
directly, and enter as a guest). Participants should call and connect
15 minutes prior to the meeting in order for logistics to be set up. If
you have never attended an Adobe Connect meeting, please test your
connection using the following URL:
https://hrsa.connectsolutions.com/common/help/en/support/meeting test.htm and get a quick
overview by
following URL: http://www.adobe.con/go/connectpro overview. Call (301}
443-6634 or send an emall to aherzog@hrsa.gov 1f you are having trouble
connecting to the meeting site. _

Agenda: The agenda items for the March meeting will include, but
are not limited to: (1) Updates from the Division of Vaccine Injury
Compensation (DVIC), Department of Justice, National Vaccine Program
Office, Immunization Safety Office (Centers for Disease Control and
Prevention), Naticnal Institute of Allergy and Infectious Diseases
(National Institutes of Health) and Center for Biologics, and
Evaluation and Research {(Foocd and Drug Administration); (2) Report from
the ACCV Process Workgroup; (3) Review of Vaccine Information
Statements; and (4) Presentation on Pneumococcal Pclysaccharide
{(Pneumovax 23) Vaccine Safety Review. A draft agenda and additional
meeting materials will be posted on the ACCV Web site
{http://www.hrsa.gov/vaccinecompensation/accv.htm) prior to the meeting. Agenda
items are subject to change as priorities dictate.

Public Comment: Persons interested in providing an oral
presentation should submit a written request, along with a copy of
their presentation to: Annie Herzog, DVIC, Healthcare Systems Bureau
(HSB), Health Resources and Services Administration (HRSA), Room 11C-
26, 5600 Fishers Lane, Rockville, MD 20857 or email: aherzog@hrsa.gov.
Requests should contain the name, address, telephone number, email
address, and any business or professional affiliation of the person
desiring to make an oral presentation. Groups having similar interests
are requested to combine their comments and present them through a
single representative. The allocaticn of time may be adjusted to
accommodate the level of expressed interest. DVIC will notify each
presenter by email, mail, or telephone of thelr assigned presentation
time. Persons who do not file an advance request for a presentation,
‘but desire to make an oral statement, may announce it at the time of
the public comment pericd. Public participation and ability to comment
will be limited to space and time as it permits.

FOR FURTHER INFORMATION CONTACT: Anyone requiring information regarding
the ACCV should contact Annie Herzog, DVIC, HSB, HRSA, Room 11C-26,
5600 Fishers Lane, Rockville, MD 20857; telephone (301) 443-6634 or

p




email: aherzog@hrsa.gov.

Dated: February 11, 2014,
Jackie Painter,
Deputy Director, Division of Policy and Information Coordination.
[FR Doc. 2014-03441 Filed 2-14-14; 8:45 am]
BILLING CODE 4165-15-P




