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En paises de AL, la “Alianza GAVI” trajo consigo
exigencias técnicas crecientes para los gerentes

del PAI.
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La incorporacion de VPn-C se
completé en menos de 5 anos,
tras la llegada de las vacunas de 22
generacion.
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El avance hacia la igualdad de oportunidades
vino de la mano con nuevas exigencias

FIGURE 4

Rate of PCV Introduction: Middle income countries are being left behind

=)
S

o 1 2 3 4 5 6 7 & 9 10 11 12 13 14 15 16 17 18 19 20

Year since first introduction {2000)
PCV HIC #PCV UMIC nonGAVI ==PCV LMIC nonGAVI *=PCV GAVI

Percentage of countries
universally introduced PCV

MNote: Limited projections are available for PCV introduction in HIC, and non-GAVI UMIC, LMIC

La implementacién de vacunas recién llegadas al mercado implica
asumir mayor nivel de incertidumbre en torno a sus posibles riesgos y
beneficios en los distintos escenarios programaticos = Obliga a
monitorear estrechamente los efectos esperados y no esperados

The Accelerated Rollout of Pneumococcal Conjugate Vaccine: P WHO/IVB Database, Sep/2015.
Its Impact on Health and Global Equity "‘-'%3-;, Immunization Vaccines and
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Sucesivos estudios han documentado que
los sistemas de farmacovigilancia en paises
de ingresos medios y bajos son precarios

International Journal of Clinical Pharmacy (2018) 40:764-768 765
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Fig.1 Diagram illustrating strategies and approaches to promoting pharmacovigilance practice in developing countries




Plan estratégico para desarrollar/fortalecer las
competencias de farmacovigilancia de vacunas
en paises de ingresos medios y bajos
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Global Vaccine Safety Blueprint

Effective vaccine pharmacovigilance systems are established in all
countries (by 2020...)

A capacity-building model
towards, at least, a minimal

capacity for vaccine

pharmacovigilance.

I vaccine safety blueprint to adequately

monitor newly available
vaccine products.

Access to technical support
from institutions with Pharmacovigilance
adequate expertise, business models aligned
cultural and geographical with those for drugs and

proximity through an other medicinal products.
integrated network.

IVB 1207

Edwin J. Asturias, MD
Associate Professor of Pediatrics and Epidemiology
Center for Global Health



Capacidad Minima: Indicadores de
frecuencia, calidad y oportunidad de
notificacion espontanea de AEIFI

AEFI reporting ID number:
Description of elements in the AEFI reporting form (revised Jan 2016)

REPORTING FORM FOR ADVERSE EVENTS FOLLOWING IMMUNIZATION (AEFI)

Reporting element Description
“Patie Nawre: *Reporter’s Name: AEFI reporting 1D number Unique number assigned to the AEF| case as per the national guidefines
“Patient’s full Address: Tnstinution:
Desigaion & Departiment *Patient's Nome The name of the patient or Initials as decided by the country
Telephone: Address: 5 "Patient’s full Address Geographic location of the case (sddress), please try to provide landmarks
Om OF § Telephone Number to contact to provide or recelve additional information
Iz sex Male o Female
*Date of wirth s __1__[_ Telepbone & Eamail £ “Dote of birth Date** patient was born
3
OR Age ar onset: ()] Yaars [10] Manths (J0I0) Days Date patient notified event to health systems £ Ageatonset 1f date of birth is not known, this may be considered s first alternative
OR Age Group at onser: () <1 Year [] 105 Fears [ =3 Fears | Todyy's dare: _ _ Age Group at onset 1 date of birth and age at onset Is not known, this may be considered a5 second alternative
“Reporter s Nome Name of person who has reported this AEFI to the healthcare system and also completed this form
Health facilify (place or vaccination centre) name & address: Institution The place where the reporter is working or is affiliated to
[T P 7 e . Designation & Department Reporter's designation and his/her section of work
3 Address Reporters full address - Please add the name of the country here as well
*Nome of vaceine | *Date Timeof | Dose | *Barch Lar | Expiry | Nomeof | "Bateh/Lot | gy, | Datsand fme 3 ¥
vaccinanion | saccinaden | 07 | pumber dme diluent mmber date t:fm § Telephone Reporter's phone number
§ E-mail Reporter's e-mall address
Date patient notified event to health system  The date®* when the event was first brought to the notice of the healthcare system
Date** when the report eporter (this rom
T
T sbove))
Vaccination centre or place of vaccination - Name and sddress of the place where the child received the vaccine - provide detais (e g. mobile clinc,
name & sddress home etc.)
i - *Name of vaccine ‘The vaccine that is suspected to have caused the AEF| {provide brand name, if possible)
Adverse eremis): T
Date ARFIstated s [ Name (of other vaccines) Other vaccines that were administered at the same time (provide brand name, if possible)
[ Severe local seaction [ >3 daya [] bevond nearest jount . T o e et SRt
[ Seizures (O jebrite [ afebrile - *Time of voccination Time** when vaccine was administered - try to be as accurate as possible
[ Abscess Describe AEFI (Signs & Symptons) *Batch/Lot number (of veccine) Batch of each of the i oned above

[ Sepsis

[ Encephalopaty

[l Toxic shock syndrome
O Thrombacytepenia

Dose (1st, 2nd, etc.)

Expiry date

*Batch/Lot number (of diluent)
Expiry date {of diluent)

Time of reconstitution

Dose number of the vaccine for the vaccinee e.g. 2nd dose of DTP or 5th Dose of OPV etc
The date** of expiry for each vaccine

The batch/lot number of diluent (If applicable)

The date** of expiry of the diuent

Time when the vaccine was reconstituted with the diluent

T Congemioal namaly

‘a; # 1 Yes [ Death [] Like threatening [ Persistent or significant disabi

T Hospiralizan
] Other insportant enedical eveat (specify)...... .

*Ouicome: [ Recover

g Recovered [ Recovered with sequelse [ Not Recovered [ Ul

[C1Died 1f Died. date of death Autopsy done: [T¥es [INo [TUnkrown

Past medical Ristory (meluding hisiory of sunilar reashion or ather allergies). concomutant mediation and ofher relevant mformation
(e.g. ot es). Use addirianal sheets if needed:

Furst Dectsion making leved o complate:

‘ Investigation needed: [J Yes %o

If Yes. date investigation planned

*Adverse event(s)
Date & Time AEFI started
Describe AEFI (Signs & Symptoms)

*Serious: Yes / No

“Outcome.
Died

Past medical history

The detalls of the events suspect
patient. They need to be documented here
Date** and time** the event was first noticed

Description of the events in chronological order

in asingle

f the case is serious, mark "Yes” and indicate one or several options: Death, Life threatening, Persistent or
significant disability, 2 ly or Other important that may
jeopardize the patient or may require Intervention to prevent one of the outcomes mentioned here

Outcome of is) the patient
Recovered with sequelae, Not Recovered, Unknown or Died
Provide date of death and details of autopsy, if available
Please Inchide history of similar reaction or other allergies, concomitant medication and other relevant
information (e.g. other cases in the locality or among those vaccinated)

reporting: Recovering, Recovered,

National level 1o compiere

AEFI worldwi

Dire repart reseived st Nstionl level _ _ /| wnique ID :

First Decision making level to complete
Investigation needed

Date investigation planned

National level to complete

This section has to be completed by the decision maker for a detalled field AEFI investigation.
Decision on detalled field AEF! Investigation.

Date** when detailed investigation (including field investigation) is planned to start

This section has to be completed by the National level to decide on the next steps

3
Commens
Unique ID number (e.g. regulatory authority’ the ge
Al workiuide dhlame 0 for electronic transmis National tevel

“Computsory field
N Page 1of 2
January 2016

Comments

Please add additional details that will help with processing this report. Please include other documents as
attachments, if necessary

Trems marked with an asteris (+] have o be com

use 8 12 of 24 hours format




Un estudio reciente examino la factibilidad de
detectary verificar senales de alerta de alerta de
seguridad a través de una red global compuesta
por 26 hospitales,
con participacion

balanceada de b
Reglonesy | s (E
paises 5 srecit | oy anbl

pharmacovigilance. vaccine products.

endesarrollo (65%)

from institutions with armacovigilance

Global Vaccine Safety Blueprint

adequate expertise, business models aligned
cultural and geographical with those for drugs and
_ proximity through an other medicinal products.

(Prueba de Concepto)




El estudio demostro factibilidad

PMC Fullﬁ

Enhancing global vaccine pharmacovigilance: Proof-of-concept
study on aseptic meningitis and immune thrombocytopenic purpura
following measles-mumps containing vaccination.

Vaccine. 2018 Jan 8;36(3):347-354. doi: 10.1016/j.vaccine.2017.05.012. Epub 2017

Perez-Vilar S1 Weibel D2 Sturkenboom M2 Black 83 Maure 04 Castro JL5 Bravo-Alcantara P6 Dodd CN?

Romio SA®. de Ridder MT, Nakato S’, Molina-Leon HFg, Elangﬂw, Zuber PLF4, WHO Global Vaccine Safety-
Multi Countiry Collaboration.

Vaccine. 2018 Jan 8;36(3):363-370. doi: 10.1016/j.vaccine.2017.04.069. Epub 2017 Aug 10.

Building capacity for active surveillance of vaccine adverse events in
the Americas: A hospital-based multi-country network.

Bravo-Alcantara P1 Pérez-Vilar 82 Molina-Ledn HF3 Sturkenboom M4 Black 85 Zuber PLFE Maure (3‘5 Castro

L7 LANVAP. (Latin American Network for VAccine Pharmacovigilance).

La red reprodujo dos asociacion previamente conocidas,
entre vacunas y efectos adversos serios-raros.




Principales Obstaculos

@ Errores de registro de las causas primarias de
hospitalizacion (producto de imprecisiones del
diagnostico médico de egreso)

@ Imprecisiones o falta informacion médica necesaria
para la categorizacion de eventos en las historias
clinicas de los pacientes

@ [nconsistencias o falta de datos de identidad
suficientes para vincular los eventos a la historia de
vacunacion de los pacientes.

@ Registros de vacunacion incompletos o no disponibles

@ Limitaciones de recurso humano (investigadores
“voluntarios”, con otras responsabilidades)



Lecciones =2 Recomendaciones

@ Los sitios que deseen participar en futuros
estudios similares deberan mejorar sus sistemas
de registro y codificacion de las causas de
hospitalizacion, historias clinicas, acceso y
documentacion de las historias de vacunacion.

Vaccine
Volume 386, Issue 3, 8 January 2018, Pages 355-362

Operational lessons learned in conducting a multi-country
collaboration for vaccine safety signal verification and hypothesis
testing: The global vaccine safety multi country collaboration
initiative

Christine Guillard-Maure 2 & &, Varalakshmi Elango P, Steven Black ¢ 9, Silvia Perez-Vilar & T, Jose Luis Castro 9,

Pamela Bravo-Alcantara ", Helvert Felipe Molina-Leén |, Daniel Weibel 9 €, Miriam Sturkenboom 9 €1, Patrick L.F.

Zuber ?
the WHO Global Vaccine Safsty-Multi Country Collaboration’




Observaciones y Conclusiones personales.

@ Las dificultades reportadas en este estudio son
exactamente las mismas que hemos encontrado (en
Chile) cada vez que intentamos utilizar paquetes de
datos asistenciales de rutina para examinar el impacto
/efectividad de las nuevas vacunas.

9 Las dificultades representan fallas de calidad de los registros
asistenciales

@ Los registros de los procesos asistenciales son la base
del historial de salud de las personas

“ La obligacion de calidad es inherente al propdsito primario,
e independiente de su potencial utilidad para efectos
posteriores.



