National Immunization Program Epidemiology and Prevention of VPDs
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Main Program (1) Main Program (2)

& NIP through Public Health Center + Hepatitis B Perinatal Transmission Prevention
- Support the vaccine expenses

(50% National, 50% Local government budget) & AEFI (Adverse Effect Following Immunization)

Management
& Expanded National Immunization Program

¢ Immunization Registry
+ Measles Elimination Program
« School entry requirement of certification
(on 2™ MMR vaccination)

Expanded NIP | Expanded NIP

¢ Before

« Public health centers : NIP vaccine only, free -of
charge

20834

= Private clinics : NIP + others, vaccination cost

¢ Expanded NIP program
o Target: children ~ 12yrs

» 7,100 collaborative private clinics & Public Health Center & Medical Institute
« 13 NIP vaccines <Immunization proportion ratio>
» Support of vaccine cost and administration fee by

- increasing the satisfaction of children's parents
government




National Immunization coverage
the immunization coverage at the 3 years old by year S .
chool Entry Requirement Program
BCG 99.7 99.8
HepB (1*) Subjects Vaccines
HepB (2+)
) O et ok
:.:: E;)) ZZ:: %98 59 ;f:;isschmi Vaccines foraged 11 -12y  |JEV, Td/Tdap
DTaP (37) 9.1 99.6 99.6
DRP (4%) 9.5 93.9 96.8
PV (1 %) 99.4 99.6 99.9
PV (2 ) 99.3 99.4 99.9
PV (3 ™) 98.4 98.8 99.4
MMR 99.2 99.4 99.6
Varicella 97.7 97.8 98.7
JE(i%) 97.9 98.9 99.4
JEQ™) 95.9 96.8 97.4
JE (3%) 90.7 90.8

Measles elimination Program

s The 5 -year plan to eliminate measles _ (2001) GUDELISES ON VEREICATION
- Conduct an MR catch -up campaign for 8 to 16 years of age (qniff Al

« School entry requirement of certification (on 2 " MMR vaccir]
» Strengthen laboratory and case surveillance activities

Declaration of Measles Elimination(2006 )

Verification of Measles Elimination (2014)
« Interruption of endemic virus  (=36mo)
High quality surveillance system
« High MCV coverage rate
« Solid National Immunization Programme
« Genotypic evidence of interruption of endemic virus
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Measles elimination Program Perinatal HepB Prevention Program

¢ Launched in July 2002

¢ Provide
» Birth dose HepB  + HBIG at birth
o Two doses of HepB  vaccine (1 and 6 months)
o HBsAg & Ab test for infants  (9~15 months)

¢ Participate
« 253 public health centers
» 3,500 private clinics

¢ Annual 2M USD
» KCDC (50%) + Provincial Government (50%)
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Immunization Registry

Development of the IR System

¢ Initiated in 2001, system launched in
2002

¢ Phase 1. 2002 -2005

« To develop a dard format of i ization record
+ To launch national immunization homepage:
(bttp://ip.cde.go.kr, http://ircde.go kr )

+ To establish a dual back system, security system, data
manage system

¢Phase 2. 2006  -2009

« To establish a consolidate DB of immunization

+ To develop a reimburse system of immunization fee
+ To enforce a data manage program

HBsAg Prevalence Studies in Korea

Licenced
Plasma
Licenced Launched
recombinant Perinatal HepB
vatdne Prevention
Intreduction Program
HepB vaccine
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National Immunization Registry

+ Structure
- Computerized, web -based systems
-+ Collect and consalidate vaccination data from multiple
healthcare providers
+ Functions
- Collection of individual's vaccination history
+ Generation of Recall -Remind notice
Issuance of Certificate of Vaccination
Evaluation of immunization rate
- Prediction of outbreaks

Use to reimburse vaccine fee to private health care providers
by local public health centers

+ Maintain data quality(accurate, complete, timely data) for no
duplicable or unnecessary doses, complete immunization

+ Since 2002 ~ : Web -based system

+ Almost immunization doses administered by participating providers
are reported in the IR

National Immunization
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National Immunization
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Targets of Immunization Management Program
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The information booklets

Communication
with Stakeholders




Vaccine Information Statement
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Reported no. of VPD cases
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Benefit of Immunization in the ROK

. - "No.'ofbaéient'iq -
patientin 20c = 9012

s | o] o |

16,887(1961) 0
11569
meveom | 5| o9
o
; - z 5

Source: National Infectious Disease Surveillance, available at www.cde.go.d

 Disease Reduction rate(%




Challenges

¢ Introduction of new vaccines into the NIP
¢ Ensure safety of vaccines

¢ Enhance the immunization registry

¢ Effective communication with stakeholders

¢ Good management of VPD outbreak &
imported cases

Future Plan

¢ To expand “school entry requirement of

certification” to other stages, other VPDs

¢ by using the registered data on the immunization registry
system

¢ To enhance enrollment rate of
vaccination records in IR system

¢ To enforce national security of
immunization

e-mail: tacun.yang@gmail.com




Organizational Structure
for Immunization of ROK

Overview of AEFI Management

22 September 2014

Division of VPD control and NIP

Korea Centers for Disease Control and Prevention

Organizational Structure

for Division of NIP Importance of AEFI Management

No Vaccine is Completely Safe or
Completely Effective

Monitoring and Assessment of
Vaccine Adverse Events

l

Distinguish True Vaccine Reactions from
Coincidental Unrelated Events

l

Maintain Public Confidence on Vaccines

The effects of adverse public perceptions of
whole-cell pertussis vaccine on pertussis
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Christopher B.Wilson  and Edgar K.Marcuse. NATURE REVIEWS | IMMUNOLOGY
VOLUME 1 | NOVEMBER 2001




Potential stages in the evolution of an
immunization programme
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Structure of Vaccine Safety
Management in Korea

Rapid Response
System

sles Death foll Climbs in Vietnam
Hew ported Sinee Lagh Weel

AFFI AEFI
Surveillance
System

Investigation

National Vaccine Injury
Compensation Program

The process of AEFI reporting




report rate

BCG 470,229 437,891 X
HepB 2,309,540 14 0.61 2,142,549 2 0.69
DTaP/Polio 3,666,010 28 1.04 3,251,750 20 0.62
MMR 1,015,602 0 0 1,049,317 2 6.19
JEV 2,202,090 15 0.68 2,137,710 8 0.37
Td/Tdap 648,126 6 0.93 599,289 6 100
Varicella 525,656 0 0 552,538 0 0
HFRS 169,236 0 0 134,388 0 0
Typhoid 157,537 0 0 90,692 0 )
Influenza 9,252,674 30 0.32 9,597,336 35 0.36
Others 5,722,950 57 1.00 8,672,909 190 219

“Total 26,139,650 209 0,80 28,666,364 349 1.22

« Report rate: no. of report per 100,000 doses used

Mo of AEFI reported through surveillance system

Recent HINT campaign rose Concerns on
(1) Newly introduced adjuvants
“|(2) Consequences for mass vaccination
o campaign o
.| Active surveillance to detect minor A:E:,F or rare.
serious AEFI was requested .
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1994 1995 1556 1997 1998 1999 2000 2001 2002 2003 2004 2005 2005 2097 2008 2009 2010 2011 2012 2033
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Adjuvants and vaccines were safe

g Non -adjuvanted vaccine

Reported AEFI:
B HCW (9.9%) > ESP (8.6) > School -aged (6.1%) > Pregnant
women {4.5%) > Preschoolers (4.0%) > Children below 3
(1.95%)

+  Types of AEFL: Systemic (4.0%) > Local (1.8%)
Local: Pain > Redness > Induration
Systemic: GW (2.0%) > HA (1.9%) > ..
@m Adjuvanted vaccine
- Reported AEFI:
® By age: 19 -49 (9.1%) > 50 -64 (7.2%) > 65 and above (3.43%)
® By health status: Chronic illness (8.9%) > Healthy (5.9%)
Types of AEFI: Systemic (4.0%) > Local (3.2%)
Local: Pain > Induration > Redness
Systemic: GW (2.3%) > Myalgia (1.9%) > ..
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Active surveillance of AEFI against
pandemic influenza HIN1 in Korea

‘ ~ 12,349,619 I

) )

10,531,885 ~ 1,317,734

Hen - sdprvented Adjuvanted
Vaccing fecipients. Vacing regipients
Quota selection Quota selection
Telephone survey =t Telephone survey
Nov'09 ~ Jan'10 Jan'10 -Mar ‘10
1 9,000 l ] 19,000
Hipents Participants
8,508 — T 17,734
Excluded from analysis (———-j Excluded from anaiysis
492 1,266
Inchuded to analysis Includad to anslysis
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Concerns on AS03 adjuvanted vaccine gﬁgﬁg

and narcolepsy in Europe
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Korea used MF59 -adjuvants; and {gfg@’;
. g . k-3
seems to have no association with
increase in narcolepsy
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Rapid response team Rapid response team
Rapid response team for serious AEFI was established in Meeting at any time of serious AEFI reported to KCDC
2000 | X Usually through call conference
® Composition
= DG from Korea CDC and Korea FDA 00 01 ‘02 ‘03 ‘04 05 ‘06 ‘07 ‘08 09 ‘10 ‘11 12 13 Total
« Chairperson of KACVIC
. Experts of AEFI (pediatrician, vaccinology ) AEFL 29 14122 %5 45 354’ 635 5154072380 ‘741 238 209 349 6,100

» Forensic doctor (from National Forensic Service)
Responsibilities
« Initial response to any serious AEFI reported such as death
« Decision on whether or not usage of specific vaccine lot should be
banned temporarily
« Directions for further activities

AEFI investigation team

® When serious AEFI reported & prior to vaccine injury
compensation

® 1 Central & 17 Provincial AEFI investigation team

X Composition
« Public officer
» EIS officer
» Medical doctors & other experts
® Contents of AEFI investigation
= Any former research or case report of similar cases
» Compilement of relevant medical records & accounts from pts
» Vaccine used
» Other vaccinee of same vaccine lot
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Description of AEFI
e
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Teve Prior medical history

« #RegiE very

Results of tests

Interviews
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Info on vaccine used
v
-—-5[ Relevant research

—-——b-[ Medical personnel

Medical costs
{case of compensation)

Initial conclusion
Loz

| Vaccine injury compensation program

W section 21 -2 of the Act (Immunization effect and AEFI
related investigation)

® section 54 -2 of the Act (National Vaccine Injury
compensation program)

VOU Contred B Histond Smsseieations

Korea Advisory Committee on Vaccine

Conditions of compensation claim Injury Compensation
' | [ Patients or their guardians can file for compensation if
» AEFI related with NIP vaccines

« Cost >300,000won (out -of-pocket expenses)

+ Within 5 years of AEFI

A sub -committee for the investigation of vaccine -
related injuries was established in 1995

Separated from KACIP to become KACVIC in 2003

@ Once compensated, 5 more chance of additional
compensation for the costs arising from the same condition

® Once discarded, 1 more chance of appeal

® Committee members are appointed to 2 -year terms, so
a new committee is formed every 2 year




KACVIC

o Korea Advisory Committee on Vaccine Injury
Compensation

¢ 4 times/year

¢ Final decision on causal relationship of AEFI &
compensation

¢ Composition
o Experts of AEFI & vaccine
» Forensic doctors of NFS & faculty
« Lawyer with medical expertise
» Experts of pharmacoepidemiology
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| Causality Assessment criteria

Clinical
following

event with a plausible

vaccination,

time  period
and which cannot be
explained by disease

drugs or other

concurrent or other

chemicals and it is known

adverse event

Clinical event with a reasonable time period

following  vaccination, and is unlikely to be
attributed  to concurrent  disease  or other
drugs or other chemicals

Causality Assessment criteria

Clinical event with a reasonable time period
ollowing  vaccination, but which could also be
xplained by concurrent  disease or other
rugs or other chemicals

Clinical event without a reasonable time

| period following vaccination, but which could
plausibly be explained by underlying disease

| or other drugs or other chemicals

- Clinical event without evidence of vaccination
; | or without a reasonable time period following
vaccination or which can be explained by
underlying disease or other drugs or other

| chemicals
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Vaccine Associated Injuries: 1995-2013

< Injuries Reported: 6,135cases

¢ Injuries Claimed: 670 cases ( Claim Rate : 10.9 %)

¢ Injuries Compensated: 386 cases (
- Death : 11 / 29 cases (37.9% )
- Disabled : 13/ 16 cases (81.2% )
- Vaccine induced: one case of VAPP
- Economic burden: annually $ 500 thousand(Government)

Comp - rate: 57.6 %)

4 Causality Assessment  for individual vaccines is very difficult

Risk Communication

__ ¢ Provision of information, advocacy for national program,

generation of partnership
¢ Operation of Immunization Registry program
¢ Operation of immunization  -related website

» For medical personnel : http://ir.cdc.go.kr

» For the public : http://nip.cdc.go.kr
¢ Development of application program for smart -phone users

& Provision of education program for medical personnel

Way forward...!

¢ Korean public is relatively positive toward immunization

. Timely investigation is needed whenever serious AEFI

occurs

¢ Sometimes it is very difficult to determine causality even
after comprehensive investigation or autopsy

¢ Good management of AEFI will maintain high immunization

coverage and elimination of VPDs
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