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Hepatitis B

HPV - program for boys
Immundeficiency

Vaccine Availability — Delivery problems
Influenca for infants

Meningococcus B

Methodology

MMR

Pertussis

Pneumococcus vaccines for the elderly
Rotavirus-vaccination program

Varizella Zoster-vaccination program
Editorial revision of the existing recommendations
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= | RKI - Mitgliedschaft

Gesundheitsmonitoring Infektionsschutz

Startseite » Kommissionen > Standige Impfkommission » Mitgliedschaft

Standige Impfkommission

Empfehlungen der STIKO

STIKO-App

20120 RIRE & 755k

» Mitgliedschaft

» Mitglieder

STI KO%E@*UE*E& il. Weitere Vertreter von Bundesbeharden konnen daran teilne
(CRE9 D15k

2 O 1 3 (J: D Geschaftsstelle
STIKO HEFBE%

Rechtliche Grundlagen

Mitgliedschaft in der Standigen Impfkommissio

Die STIKO hat 12 bis 18 Mitglieder. Die Mitglieder werden vom
Bundesministerium fur Gesundheit im Benehmen mit den obersten
Landesgesundheitsbehdrden grundsatzlich alle drei Jahre neu berufen.
Mitglieder sind Expertinnen und Experten aus unterschiedlichen Diszipli
Wissenschaft und Forschung, aus dem Bereich des offentlichen
Gesundheitsdienstes und der niedergelassenen Arzteschaft.

Neben den berufenen Mitgliedern nehmen Vertreter des Bundesministe
Gesundheit und oberster Landesgesundheitsbehéirden, des Paul-Ehrlict
Institutes und des RKI beratend, aber ohne Stimmrecht an den Sitzunge

uar 2007 ist auch der Gemeinsame Bundesausschuss Gastin
1der STIKO.

Die Mitgliedschaft in der STIKO ist ein persdnliches Ehrenamt. Die Mitg
sind bei ihrer Tatigkeit nur ihrem Gewissen verantwortlich und zu unpar
Erfullung ihrer Aufgaben verpflichtet.

Stand: 25.03.2015 25
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RAYDFHEEATS1—)V (2016/2017)

VACCINATION SCHEDULE Vaccinatlons should be administered at the earliest possible age.

An assessment of vaccination status is recommended at all ages.
Any missed vaccinations should be administered immediately, in
Sprache: Englisch accordance with the recommendations for the relevant age group.

{in weeks) Infants {in months}

AGE 6 2

Tetanus

Diphtheria G2

Whooping cough
Pertussis

Polio
Poliomyelitis

Hepatitis B

Hib
Haemophilus influenzae type b

-4  15-23 2-4

YACCINATION ﬂ ﬂﬂ w-ﬂ-ww

Toddlers Children Adolescents
{in years)

9-14 15-17

. =

G4
G4

G4

- -

Rotaviruses

Meningococcal disease
Sarogroup C

Measles
Mumps Rubella

Chicken pox

Varicella

Flu

Influerza

HPY

Human papillomavirusas

EXPLANATORY NOTES
I PRIMARY IMMUNISATION (up to 4 doses of vaccine G1- G4)

I STANDARD VACCINATION
[ 1| BOOSTER VACCINATION

CATCH-UP VACCINATION (primary immunisation of persons not
yetvaccinated or completion of an incomplete vaccination series)

U Well-child visit

“1 Well-adolescent visit (|1 aged 12-14 years)

Gl | G2 (&

6 This dose is not required if a monovalent vaccine is administered.

© The 1st vaccine dose should be administered from the age of 6 weeks. Depending on
the type ofvaccine, 2 or 3 doses are required at intervals of a minimum of 4 weeks.

@ Single dose vaccination with polysaccharide vaccine, booster vaccination only
recommended for specific indications.

(@ Single dose vaccination for all individuals = 18 years with unclear vaccination status
and who were born after 1970, who have not been vaccinated or only received one
vaccination as a child. Preferably with an MMR vaccine.

German Standing Committee

on Vaccination {STIKO)
recommendations, 2016/17.
www.stiko.de

ROBERT KOCH INSTITUT

Adults Dates of next vaccinations

from18 from 60

S (d)

Geftrdert durch:

Bundesministerium

- @ o

nd eines Beschlusses
des itschen Bundestages

O Standard vaccination for girls aged 9-13 or 9-14 years {depending on the
vaccine used), for number of vaccine doses see specialised information!

9 Td booster vaccination every 10 years. The next Td vaccination that is due
is to be administered as a single dose vaccination in the form of Tdap or, if
indicated, in the form of a Tdap-IPV combination vaccination.

€ Premature infants receive an additional dose of vaccine at the age of three
months, i.e. a total of 4 doses.
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Basic Concepts of Public Vaccination Programs in
Germany

No mandatory vaccinations - Public Vaccination Programs are
generally voluntary

People can choose freely to follow public vaccination
recommendations as well as the HC-provider and the vaccine-
product they use

Approximately 90% of vaccines are administered in out patient
settings, primarily by pediatricians and GPs (10%) and
gynecologists (especially for HPV)

10 % of vaccinations within public programs are administered by
public health services, day care centers or occupational health
physicians



General Regulation for Public Vaccination Programs
in Germany

e Public vaccination recommendations are developed by the

German Vaccination Advisory Board — STIKO
(“Staendige Impfkommission”)

e STIKO-recommendations are legalized and implemented by the
ministry of health of each of the 16 federal states

e Since 01.04.2007 vaccinations administered according to STIKO
recommendations have to be reimbursed by the public health
insurance system

e Physicians are free to choose among all available licensed
vaccines, usually distributed via private pharmacies.

e State guarantees compensation in case of vaccination related
damages or health problems if vaccinations were performed
according to STIKO-recommendations



State interest in vaccination programs

High vaccination coverage is an overall social
responsibility and in the interest of the state

Legal, financial and organizational framework have to
be provided by the state

Paul Ehrlich Institute = Vaccine authorization and
licensing (in cooperation with EMA)

STIKO = Develops recommendations for vaccinations
that are of public interest

Compensation in cases of vaccine related damages
(since 1961) guaranteed if vaccination is recommended

Reimbursement by public health insurance if vaccine is
recommended by STIKO (since 2007)



Public Health Insurance Law

e Coming into effect: 01.04.2007

Vaccinations according to STIKO-recommendations are
covered by the public health insurance system
(except travel-related vaccines)

—> Approval by the G-BA (National Joint Committee) required,
i.e. Details on benefits provided by public health insurance
system are determined by G-BA (efficiency audit)

= Decisions of G-BA concerning new STIKO recommendations have
to be passed within 3 months after the recommendation has
been published



G-BA | Der Gemeinsame Bundesausschuss
National Joint Committee

e Self-governing body of health service providers and

health insurance funds: formed by national associations of
doctors and dentists (5), the German Hospital Federation and the
federal associations of health insurance funds (5) plus 3 impartial
members

e Representatives of disabled individuals, patient-groups,

self-help-groups and consumers

e \Wide-ranging regulatory powers:
- Decides which health services will be provided by public health

insurances (including health economic considerations)
- Issues directives necessary for safeguarding medical service
- Quality assurance in the health care system



IQWIG

Institute for Quality and Efficiency in Health Care

e independent institute that investigates benefits and
harms of medical interventions for patients

e provides information about potential advantages and
disadvantages of diagnostic/therapeutic interventions

e produces independent, evidence-based reports on:
— Drugs
— Vaccines if asked by the G-BA
— non-drug interventions (e.g. surgical procedures)
— methods for diagnosing and screening

— treatment guidelines (CPGs) and disease management
programs (DMPs)



From Licensing to Recommendation

Licensing

Evaluation: Is the vaccine safe and
effective for the intended use?

Product specific: Always
Key criteria:

Product-specific
1) Safety

2) Efficacy (including Immunity
and/or effectivity in the
prevention of clinical endpoints)

3) Quality

Recommendation

Evaluation: How can the licensed
vaccine be used most effectively?

Product specific: usually not, some-
times related to vaccine type
(i.e. conjugated or live vaccines, etc.)

Key criteria:

l 1) Safety & efficacy of available

vaccines
2) Expected public health impact
3) Severity of disease
regional epidemiology (age related,
other risk groups etc.)
4) Integration in Vaccination program
5) Cost-effectiveness




RKI

Data-Acquisition, Research Public recommended
»Disease burden, risk factors . . .
“Model calculations Vaccinations in Germany

=Systematic review

G-BA Review

PEI/EMA
STIKO Public vaccination

Vaccines- . . o
: : e Evidence Synthesis : Inclusion in the
. ;'acferij'”g e Evidence Review recommendation Vaccination Directive

1

recommends

Possible :
adjustment Federal States Public Health
Public recommendation mSU rance
Coverage of Vaccine SAE Reimbursement
Evaluation \/
. '[\)"i‘;gggg”Sgur‘\)/feﬁgéirea(gReél?K') Communication & Implementation:
* Public information: RKI, BZgA, Federal

* Molecular Surveillance (NRZs) .
« UAE-Surveillance (PEI) "] States, Health Insurance companies,

- Research on Vaccine program effectivity, Pharmaceutical Industry, Medical Societies
safety and public health impact » Vaccine providers: GPs, Public Health
 Risk Management Plans Service




Key Players in Public Vaccination Programs in

Federal States:
Public Recommendation of
Immunization
Information of Population

[

Public Health Authorities:
Health Education,
Surveillance,
Immunization

\

5
{

Pfalz

Saarland

Private Physicians:
Health Education,
Immunization,
Documentation

Bremen

P

Hordrhein-
Westfalen

Germany

Federal Ministry of Health:

Legislation

i
E%M £ ‘FW'+ ﬂ{
L. Schleswig ; L

Holstein

Mecklenburg
Vorpommern

Hamhug

Robert Koch-Institute:
Surveillance, Prevention

Hiedersachsen %

Sachsen- Brandenburg

Anhalt

German Standing

Vaccination Committee - STIKO:

Recommendations

Sachsen
Thiiringen

Hes=zen

Rheinland-

Bayern

Baden-
Wiirttemberg

Paul-Ehrlich-Institute:
Market Authorization,
Vaccines Safety Surveillance

/

Health Insurance Compamies:

Education, Financing

= “mll

Vaccine manufacturer:

Research,

GBA, IQWiG

Development, Production

10



German Committee on Vaccination
Recommendations

(STIKO)
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Structure of STIKO

Independent scientific committee of experts

(12-18 honorary members) — pediatricians, GPs, infectious
disease specialists, epidemiologists, statisticians

Appointment of members by the Federal Ministry of Health
(BMG) in consultation with the Supreme Federal Health
Authorities

Additional permanent representatives of Federal Ministry of
Health, Federal States, Paul-Ehrlich Institute, German Federal
Armed Forces, Department of Foreign Affairs, National Joint

Committee G-BA, BZgA

Administrative support of STIKO by Robert Koch Institute
STIKO meets (minimum) twice a year for two days

12



Ne

Microbiology (1)
Virology (2)
Clinical Epidemiology and Public Health (4)
General Medicine (3)

Internal medicine and Tropical Diseases (1) ﬁ_
Pediatrics, Pediatric infectious Diseases (4)
Gynecology & Obstetrics (1)
Occupational Medicine (1)
Representative of Federal States (1)

T Nl S T
i R R
.....




STIKO - Membership

e |ndependent Expert Commission

e 12-18 Members

e Personal honorary office for 3 years
e Obligation to secrecy regarding

— Subjects and content of the deliberations and
decisions of the Commission

— Does not apply to communications which the
members exchange among themselves and towards
the RKI in the course of business, or notices of facts
which are manifest or which do not require any
secrecy




Tasks of the STIKO

e Recommendations for the implementation of
vaccinations and other measures of specific prophylaxis
against transmissible diseases

e Recommendations regarding newly licensed vaccines
— Adjustment of established recommendations

— Alternative measurements for prophylaxis (i.e. post
exposure prophylaxis by immunoglobulins)

e Development of criteria for the differentiation of
common vaccine side effects from health impairments
beyond the usually accepted vaccine reactions

15



Procedural fairness

transparency
consistency
substantiation
regulation
participation
openness for revision

minimizing conflicts of interest

Adapted: L.G. Rothenberg. Die neue STIKO-SOP: eine medizinethische
Betrachtung. Gesundheitswesen, September 2013.

16



Recommendations based on the best
available evidence

e STIKO-Resolution 2011

—Introduction of a
Standard Operating
Procedure (SOP)

—GRADE: Methods to
classify the quality and
relevance of available
evidence

e |nterpretation Support
online with the RKI




Development of Vaccination Recommendations

|dentification of an infectious disease issue / addressing the
problem to the STIKO-Board

Consultation within STIKO committee
Appointment of a STIKO working group

Establishment of a database according to the topics of the
STIKO-questionnaire:

— Systematic research of literature according to criteria of EBM
(Cochrane Collaboration)

— Review of studies and surveillance data etc.

— Classification/ranking of the quality of data (evidence), e.g.
according to GRADE

18



STIKO - WORKING GROUPS
Spring 2017

Hepatitis B

HPV - program for boys
Immundeficiency

Vaccine Availability — Delivery problems
Influenca for infants

Meningococcus B

Methodology

MMR

Pertussis

Pneumococcus vaccines for the elderly
Rotavirus-vaccination program

Varizella Zoster-vaccination program
Editorial revision of the existing recommendations
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_ Overall Evidence for
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- Possible cost-effectiveness ness & Safety.
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Decision by the STIKO

e No classifying of the recommendation in weak and
strong (as in USA-ACIP or by GRADE concept)

e Decision categories for STIKO:

— Recommendation is either accepted or rejected
e Publication:
— Epidemiological Bulletin in German

— In the Federal Health Gazette in English with
authorship (1: 1 translation with reference)

— Negative decisions must also be justified and
published

21



What?

Timing and deadlines

Who?

Preparation of a draft

STIKO-Working Group
supported by RKI

Deadline

decision
v

Transfer to STIKO committee

STIKO office RKI

|

Agenda no later than 3 weeks,
consultation documents 2
weeks (latest 1 week) before
the STIKO-meeting

Consultation & Voting
usually in regular meeting

Majority of the votes of
the appointed members

v

External Evaluation Proce-
dure (i.e. Federal States)
Draft recommendation with
scientific justification

RKI-Office provides
information to Federal
States, interests institu-
tions, G-BA office

v

Consultation & Voting
usually in regular meeting

Majority of the votes of
the appointed members

v

6 Weeks

Publication

RKI—STIKO-office

Publication of Recommendation

22




Communication Channels

RKI is responsible for publicity work for the Commission.

Printed Media

— Epidemiological Bulletin (German)
— Federal Health Gazette (English)

— 2016: STIKO Pocketbook
— 2017: Poster pain-reduction

e|nternet

— www.stiko.de and www.rki.de/impfen
— 2016: > 4 Million Hits

eSTIKO-Application
— ,,0One-Stop-Shop“

— Interactive Algorithm, FAQs, Push-News
eVaccination Hotline (twice per week)

ePress relations (Press release, Twitter, Email)

STIKOE=< >0/ 0

@rki

Impfkalender 2016

Individueller Impfchack
fur Standard- und
Nachholimpfungsn

FAGs STIKO Newa

Fachinfos Arzto-Ratgeber

mmmmm

=€ 0 07 %

®

.
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Publication of Methodology (2016)

e Methods for mathematical modeling to predict
epidemiological effects of vaccination and health-
economic evaluation

e Epidemiological effects
- Central task of the STIKO!

e Health economics = i
— Optional
— Secondary criterium

— No threshold (Yes/No-Decision)

— Comparison to strategies with
comparable medical/epidemiological impact
Efficiency vs economy (G-BA)

24



Transparency

Relevant documents on the Internet: www.stiko.de

www.rki.de/DE/Content/Kommissionen/STIKO/Mitglieds p - G‘ = | RKI - Mitgliedschaft

Gesundheitsmonitoring Infektionsschutz

Startseite » Kommissionen > Standige Impfkommission » Mitgliedschaft

Mitgliedschaft in der Standigen Impfkommissio

Empfehlungen der STIKO Die STIKO hat 12 bis 18 Mitglieder. Die Mitglieder werden vom
Bundesministerium fur Gesundheit im Benehmen mit den obersten
Landesgesundheitsbehdrden grundsatzlich alle drei Jahre neu berufen.
Mitalieder sind Expertinnen und Experten aus unterschiedlichen Diszipli

Sl nce 2012 Aufgaben und Methodik Issues and methodology anschaft und Forschung, aus dem Bereich d“es offentlichen
wuoundheitsdienstes und der niedergelassenen Arzteschaft.

» Mitgliedschaft

STIKO-App

Neben den berufenen Mitgliedern nehmen Vertreter des Bundesministe
~ggundheit und oberster Landesgesundheitsbehéirden, des Paul-Ehrlict

» Mitglieder Information of any stitutes und des RKI beratend, aber ohne Stimmrecht an den Sitzunge

» Selbstauskinfte potential conflict of F_IKO teil. Weltere_ Vertreter van E-un_desbehbrden konnen daran te|IrTe
. di a3t Februar 2007 ist auch der Gemeinsame Bundesausschuss Gast in
Interest regarding tzungen der STIKO.

Since 2013 Geschaftsstelle STIKO-members

STIKO-Protokolle

Rechtliche Grundlagen
Stand: 25.03.2015 25

e Mitgliedschaft in der STIKO ist ein persdnliches Ehrenamt. Die Mitg
sind bei ihrer Tatigkeit nur ihrem Gewissen verantwortlich und zu unpar

STIKO minutes Erfullung ihrer Aufgaben verpflichtet.




German Vaccination Schedule 1986

2,3, |11-14 | 15-23| 5J |9-17
4 Mo| Mo Mo J

DT +++ +

Hib +++ +

OPV +++ +

MMR + +

Td +

Td + OPV +

26



German Vaccination Schedule 2016/17

VACCINATION SCHEDULE Vaccinatlons should be administered at the earliest possible age.

An assessment of vaccination status is recommended at all ages.
Any missed vaccinations should be administered immediately, in
Sprache: Englisch accordance with the recommendations for the relevant age group.

{in weeks) Infants {in months}

AGE 6 2

Tetanus

Diphtheria G2

Whooping cough
Pertussis

Polio
Poliomyelitis

Hepatitis B

Hib
Haemophilus influenzae type b

-4  15-23 2-4

YACCINATION ﬂ ﬂﬂ w-ﬂ-ww

Toddlers Children Adolescents
{in years)

9-14 15-17

. =

G4
G4

G4

- -

Rotaviruses

Meningococcal disease
Sarogroup C

Measles
Mumps Rubella

Chicken pox

Varicella

Flu

Influerza

HPY

Human papillomavirusas

EXPLANATORY NOTES
I PRIMARY IMMUNISATION (up to 4 doses of vaccine G1- G4)

I STANDARD VACCINATION
[ 1| BOOSTER VACCINATION

CATCH-UP VACCINATION (primary immunisation of persons not
yetvaccinated or completion of an incomplete vaccination series)

U Well-child visit

“1 Well-adolescent visit (|1 aged 12-14 years)

Gl | G2 (&

6 This dose is not required if a monovalent vaccine is administered.

© The 1st vaccine dose should be administered from the age of 6 weeks. Depending on
the type ofvaccine, 2 or 3 doses are required at intervals of a minimum of 4 weeks.

@ Single dose vaccination with polysaccharide vaccine, booster vaccination only
recommended for specific indications.

(@ Single dose vaccination for all individuals = 18 years with unclear vaccination status
and who were born after 1970, who have not been vaccinated or only received one
vaccination as a child. Preferably with an MMR vaccine.

German Standing Committee

on Vaccination {STIKO)
recommendations, 2016/17.
www.stiko.de

ROBERT KOCH INSTITUT

Adults Dates of next vaccinations

from18 from 60

S (d)

Geftrdert durch:

Bundesministerium

- @ o

nd eines Beschlusses
des itschen Bundestages

O Standard vaccination for girls aged 9-13 or 9-14 years {depending on the
vaccine used), for number of vaccine doses see specialised information!

9 Td booster vaccination every 10 years. The next Td vaccination that is due
is to be administered as a single dose vaccination in the form of Tdap or, if
indicated, in the form of a Tdap-IPV combination vaccination.

€ Premature infants receive an additional dose of vaccine at the age of three
months, i.e. a total of 4 doses.
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