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when a serious AEFI occurs, appropriate actions have to be taken immediately

otherwise this will erode the confidence of ttt" public on the immunization program of the

Department of Health resulting to a drop in the immunization coverage. It is on this premise

that the National AEFI Committee (NAEFIC) was established at the national level to conduct

causality assessment and address other issues about serious AEFIs nationwide' However'

after series of consultative workshops, the local government units expressed their concem for

the need to organize an AEFI committee at the rigional and provincial levels whose function

is to conduct immediate preliminary causality assessment of reported serious AEFIs' This

important concern however, is not defined in the present guidelines for surveillance and

..rponr. to AEFIs. If this concern is addressed, it ii expected that there will be significant

changes or adjustments in the guidelines because this will have a direct effect to other

provisions or sections of the document.

For efficient and effective implementation of AEFI surveillance and response at the

local level, Administrative Order No. 2010-0017 is hereby amended as follows:

Section W - OBJECTM

This Order aims to guide the concemed stakeholders on the early detection and

appropriate response to adverse events following immunization.

Section V - DEFINITION OF TERMS

2. AEFI Table and its definition shall be deleted

SUBJECT:

3. Change Causation-in-fact to:.

Causality Assessment - A systematic review of data about an AEFI case to

determine the likelihood of a causal association between the event and the

vaccine(s) received.

5. Change the term coincidental adverse event to: coincidental Event
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8. Definition of Immunization Sof"ty shall now be:

The public health practices and policies dealing with the yTious- aspects of

the correct administration of vaccines, focusing on minimizing the risk of

transmission of disease with vaccination and maximizing the effectiveness of the

vaccine. The term encompasses the spectrum of events from proper manufacture

to correct administration.

12. Change Pharmacovigilance to"

Pharmacovigilance Unit - The unit responsible for the monitoring'

collecting, assessiig and evaluating adverse event reports from pharmaceutical

products and recorimending poficllg,iOeline to- prevent further occurrence of

udrr"rr"effectsoranyothermedicinerelatedproblem'

13. Delete the term Program Error

Section VII - IMPLEMENTING GUIDELINES

The entire provisions under this section are hereby amended as follows:

1. Surveillance

1.1 AEFI surveillance shall be integrated into the Philippine Integrated

Disease Surveillance and Response (PIDSR) system of the Departrnent

ofHealth.Assuch,detection,notification'reportingTdguq
management (collection, consolidation, analysis and interpretation) shall

follow the frocedures prescribed by PIDSR unless otherwise specified

under this guideline

1.2 AEFI surveillance data shall be shared with the Food and Drug

Administration (FDA)'
1.3 The Municipal or city Health offices shall immediately be notified of all

types of enrt that occur in the field or health facilities and conduct

immediate JJi*irrury investigation. The list of AEFIs and their

corresponding case definitions are presented inAnnex A'

I.4 Data of minor AEFIs shall remain in the database of Municipal Health

offices(MHos)/CityHealthoffices(CHos).Howevet,iftwoormole
cases of the same event exist, the data should be submitted to the next

higher level.
1.5 All serious AEFIs, other severe and unusual events occurring within 4

weeks after immuni zation (unless otherwise specified) and clusters of

minor AEFIs shall be reported to the next higher level for purposes of

causalitY assessment.

1.6 The following are responsible for the detection andlot reporting of

AEFIS:
a. All health workers in the govemment and private sectors providing

immunizationservicesandclinicaltreatmentofAEFls.
b.IndividualswhoreceivedthevaccinationcanreportAEFlstoany

health authority. In cases of minors, parents or guardians can report

the same.



t.7

1.8

1.9

c. Researchers and research laboratories involved in clinical studies or
field trials that result to AEFIs.

d. Vaccine manufacturers or distributors.
The PESU, RESU and NEC shall be notified immediately within 24

hours upon detection of serious AEFIs, other severe and unusual events

occurring within 4 weeks after immunizatron and clusters of minor
AEFIs. The report shall contain basic information (e.g. name, age, sex,

address, onset of illness, vaccine administered and outcome of patient)

and shall be transmitted through the fastest means of communication.
The MESU/CESU shall conduct preliminary investigation and response

activities within 48 hours upon identification of serious or clusters of
minor AEFIs. The PIDSR AEFI case investigation form (CIF) shall be

used in the investigation of cases. The completed CIF for serious AEFIs,
other severe and unusual events occurring within 4 weeks after

immunization and clusters of minor AEFIs shall be submitted

immediately to the CitylProvincial AEFI committee.
The CHDs, PHOs and CHOs (chartered cities) shall organize an AEFI
investigation team composed of the RESU staff, Regional Food and

Drug Regulation Officers (FDRO) (CHDs only) and EPI program

coordinators. The team, in coordination with the LGU shall conduct in
depth investigation of serious or clusters of minor AEFIs upon the

recommendation of the committee.

Causality Assessmen

2.1 An AEFI Committee shall be established at the CHOs (chartered cities),

PHOs and CHDs. Members of the committee are specified in sections

Roles and Responsibilities of CHD and Provincial Health Office/City
Health Offices of Highly Urbanized Cities (HUCs) [sections 8.2 and

10.41 of this guideline.
2.2 The City AEFI Committee (CAEFICyProvincial AEFI Committee

(PAIFIC) shall conduct preliminary causality assessment within 48

hours upon receipt of the AEFI case investigation reports from the

MHOs/CHOs/District Health Offices. Likewise, the cAEFIC or PAEFIC
shall submit a copy of the causality assessment results within 48 hours to

the Regional AEFI Committee (RAEFIC) for further deliberation. The

RAEFIC may require conduct of in depth investigation.
2.3 Annex B presents the prescribed flow of reporting and causality

assessment process of AEFIs.
2.4 The NAEFIC shall have the final decision if there is inconsistency in the

results of the causality assessment of PAEFIC/CAEFIC and the

deliberation done bv RAEFIC.

Response

3.1 Preliminary response at the LGU level shall be based on the

recommendation of the AEFI committee. This includes risk
communication and immunization safety interventions. The LGUs shall

immediately implement corrective actions based on the preliminary
investigation findings and causality assessment of the provinciallcity
AEFI committees, and implement all other measures recommended by

,

3.



the RAEFIC oTNAEFIC.
3.2 Upon the recommendation of the National AEFI Committee (NAEFIC)

only the Secretary of Health in consonance with FDA and National
Immunization Program ) can declare withdrawal of the implicated

vaccine andlor suspension of its corresponding immunization activity.

4. Assistance to AEFI cases

The LGU shall ensure that all serious AEFI cases are provided with
immediate assistance (e.g. hospitalization, fiansport to medical facility).
The LGU shall collaborate with the CHD to discuss appropriate

assistance to the patient.
If post mortem examination of the case is required, the DOH shall

provide the necessary assistance.

The DOH retained and other government hospitals shall not charge the

patient treated for serious AEFI with any fee.

In areas where there are no existing or accessible government

hospitals/trealth facilities, serious AEFI cases shall be managed in
private institutions and assistance shall be provided by the LGU with
support from the DOH.

4.5 Private hospitalsftrealth facilities shall provide assistance to their
employees with AEFI in accordance to the institution's existing rules

and resulations.

5. Assistance to health worker

5.1 Concerned public health professionals shall not be held liable for any

case of AEFI as long as DOH standard operating procedures on

immunization safety practices are complied as per propel assessment by
local, regional AEFI committee or NAEFIC.

5.2 The DOH shall collaborate with the Public Attorney's Office
(PAoyoffice of the Solicitor General (oSG)/Integrated Bar of the

Philippines (IBP) lLaw Schools/volunteer lawyers in providing

appropriate legal assistance to public health professionals as necessary if
any case is filed against them resulting from the performance of their
duties under the immunization program.

5.3 The local police force shall provide assistance to any health worker/s for
any threat received.

5.4 In case of physical injury, the health worker shall be provided with free

medical assistance in DOH-retained and other government hospitals. In
case referral to private hospital is required, the expenses incurred shall

be reimbursed by the LGU/DOH.
5.5 As mandated by E.O. 663 and A.O. No 2007-0028, the concerned health

worker/s shall be given due process for any administrative, civil or
criminal sanctions filed against him/her. In addition, assistance shall be

given to the concerned health workers by LGU for any expenses incurred

in the conduct of the legal proceedings.

5.6 The Department of Social welfare and Development (DSWD) shall

assess the affected family's concerns and gather appropriate information
which would facilitate provision of their needs for assistance.

4.r

4.2

4.3

4.4



6. Risk Communication

6.1 Risk communication for AEFI shall be the responsibility of the health

sector at all levels.
6.2 Risk communication shall be comprehensive to cover the following

target audiences: family, community, general public, media, and health
workers.

6.3 All media coverage on AEFI shall be coursed through the OSEC-Media
Relations Unit (MRU) at the national level and HEPO-PIO (Health
Education Promotion Office - Public Information Office) at the regional
level. The OSEC-MRU and the Regional HEPO-PIO shall refer those

concerns to the appropriate offices.
6.4 Press releases shall be done when the AEFI incident has been publicized

(by local, national or international media). Other AEFI incidents that had

been investigated and resolved may not necessarily require press releases

as determined by the MHO or Local Chief Executives (LCE).
6.5 The local chief executive (LCE), or his duly designated official, shall be

the spokesperson for inquiries related to AEFI at the local level. The

MHO/CHO, in consultation with the regional AEFI committee, shall
provide technical inputs to the LCE.

6.6 The health promotion officer, in coordination with the program

coordinators shall formulate a health communication plan pertaining to
AEFI and prepare key messages for advisories and press releases.

6.7 The Regional Director shall convene a meeting with the concerned LGU
for syrchronous press releases.

6.8 The Secretary of Health or his duly designated official shall act as the

spokesperson for matters related to AEFI at the national level.
6.9 The DOH through the National Center for Health Promotion (NCHP) in

coordination with the National Center for Disease Prevention and

Control (NCDPC) and National Epidemiology Center (NEC), shall
prepare risk communication plan and key messages for advisories.

6.10 The MRU shall prepare and disseminate press releases and facililate
press conferences.

6.11 The NEC, being the International Health Regulation (IHR) focal point,
shall notiff the WHO and other concerned international orgarizations of
the serious AEFI incidents and the response taken.

Post Incident Evaluation (PIE)

7.I The Chair of the Regional AEFI committee (RAEFIC) shall facilitate
the conduct of post incident evaluation for all serious AEFIs. This shall

be attended by the members of the regional AEFI committee, provincial,
citylmunicipal EPI coordinators, PHO, MHO/CHO, surveillance staff,

and DOH representatives.
7.2 The focus of the PIE shall include critical examination on the elements

of the AEFI surveillance and response and come up with
recommendations to improve AEFI surveillance and response and the

immunization program.
7.3 The NAEFIC and the LGU concerned shall be given feedback of the PIE

results.

7.



Section VItr - ROLES AND RESPONSIBILITIES

The following amendments shall be applied under this section:

National Level (DOH) shall be replaced with:

l. National Immunization Committee (NIC)

The National Immunization Committee shall provide direction and
technical support on policies and plans pertaining to the immunization
program as prescribed in Department Personnel Order No. 2007-0323.

Immunization Safety Board (ISB) shall be replaced with:

2. National AEFI Committee (NAEFIC)
Delete ISB in #2.1 and replace it with NAEFIC

2.1 The NAEFIC shall provide final causality assessment on AEFI
investigations that have not reached conclusions, and those not classified
by the regional, provincial and city AEFI committees.

2.2 The NAEFIC shall review results of causality assessments done by the
RAEFICs and PAEFICs/CAEFICs and provide recommendations to the
National Immunization Committee (MC).

2.3 The NAEFIC shall resolve inconsistencies, if any, of results provided by
local and regional AEFI committees.

2.4 The NAEFIC shall recommend to Secretary of Health the findings that
require highest level consideration such as immediate withdrawal of the
implicated vaccine from the market or the temporary suspension of the
concerned immunization activities.

3. National Epidemiology Center (NEC)
Delete #3.5 and add the following:

3.5. Shall maintain database of all reported AEFIs.
3.6. Shall provide technical assistance or training to develop/enhance
capacityof regional/localAEFIsurveillance.

Add Media Relations Unit (MRU)

1. Shall coordinate with NCHP, NEC, and NCDPC in preparing and
developing key messages for advisories and press statement.

2. Shall facilitate the dissemination of press releases.
3. Shall facilitate the preparation and conduct ofpress conference.

tr'ood and Drug Administration (FDA)
Delete #5.8 and 5.9
Delete FDRO in#5.7 and Replace No. 5.7 with:

5.7 Shall perform an independent analysis of the implicated vaccines and if
necessary, shall collaborate with RITM and other accredited reference
laboratories in this effort.



Delete National in#7.3

7.3 Shall participate in the investigation of AEFIs through FDROs.

Centers for Health Development (CHD)

The CHDs shall now have the following responsibilities:

1. Provide technical assistance (e.g. training, policy advocacy), logistics,
storage and transport of samples during local AEFI investigations and

response.
2. Establish a functional Regional AEFI Committee (RAEFIC) to be chaired by

the Regional Director or Assistant Regional Director and composed of the

following members: Regional Food and Drug Administration, Research

specialist (academe), 4 clinical experts (medicine/infectious disease,

pediatrician), EPI program manager and cold chain manager (observers).

The RESU head shall act as observer and provide necessary information as

requested by the chairperson. They shall also serve as the secretariat ofthe
committee.

3. Provide technical and logistical assistance in the establishment of
ProvinciaVCity AEFI Committee.

4. Track and monitor the compliance of public and private hospitals in the

implementation of PIDSR, particularly AEFI surveillance as part of the

requirements for renewals of license to operate through the Hospital
Licensing Team. The regional director shall issue a regional order to enforce

compliance thereto. The team shall inform the CHDs/PHOs/LGUs of
activities taken against non-complying hospital/institutions.

5. Otganize AEFI investigation team (s) when needed.

6. Develop, implement and monitor regional risk communication plan.

7. Provide technical assistance in the development of the LGU risk
communication plan through the HEPO/PIO.

Add Regional AEFI Committee

1. Shall deliberate preliminary causality assessment upon receipt of complete

AEFI case investigation reports from the PAEFIC.
2. Shall provide immediate written report regarding the deliberated preliminary

assessment to NEC and concerned LGU, copy furnish PAEFIC, NCDPC and

FDA.
3. Shall provide information of the final causality assessment and

recommendations to the CHD/PHO/CHO and concerned LGU'
4. Shall ensure through monitoring/evaluation that the recommendations were

carried out by the responsible program/offices.

The responsibilities of Local Government Units shall be deleted. Instead, the

following shall be added:



The Provincial Health Office/ City Health Offices of Highly Urbanized Cities
(HUCs) shall:

1. Provide timely feedback to the Local Chief Executives (governor/city
mayor).

2. Provide assistance to the health worker in the form of technical, legal,
social, financial assistance among others.

3. Report hospitals and related facilities that fail to comply with the PIDSR
reporting requirements to the CHDs.

4. Establish a functional Provincial/City AEFI Committee to be chaired by
the ProvinciallCity Health Officer or Assistant ProvinciaVci$ Health
Officer. The committee shall have the following members: Provincial
Food and Drug Regulation Officer (could also be a member of the
CAEFIC), 4 clinical experts (medicine/infectious disease, pediatrician),
Research specialist (academe), EPI manager, cold chain manager
(observers). The PESU/CESU head shall act as observers and provide
necessary information as requested by the chairperson. They shall also
serve as the secretariat of the committee.

5. In situations where the province has not conducted causality assessment

within 48 hours particularly AEFIs that has come to the attention of local
and national media, the CHD shall conduct immediate investigation and
causality assessment in coordination with the local govemment unit.

6. Conduct preliminary AEFI investigation and submit report to next.higher
level.

7. Designate representatives to AEFI investigation team.
8. Provide assistance to patients with serious AEFIs organized by RAEFIC.

The Provincial AEFI Committee shall:

1. Conduct preliminary causality assessment upon receipt of complete AEFI
case investigation reports from the field.

2. Provide immediate written report regarding the result of preliminary
assessment to RAEFIC thru the RESU and concerned LGU.

3. Provide recommendations immediately to the program/office on the
corrective actions related to the reported AEFI cases.

4. Ensure through monitoring/evaluation that the recommendations were
carried out by the responsible program/offices.

The Municipal Health Office/Health Offices of Component City shall:

1. Facilitate preliminary investigation and response to AEFIs and submit
complete report to the next higher level.

2. Provide assistance to AEFI cases as stipulated in section 4. l.
3. Implement national/regional/provincial level AEFI committee

recommendations.

The Barangay Officials shall:

1. Detect and report AEFI to the next higher level.
2. The midwife/nurse assigned in the area shall institute initial case

management and refer the case to the MHO/CHO.



3. The barangay council shall provide support to the AEFI case including but

not limited io transportation, medicines, hospital referral, communication

to familY and communities.

Except for the above clarifications/amendments, all provisions of A.O. No' 2010-0017

shall remain valid and in effect.

Ct)
ENRIQUE ,M,PCS,FACS

Secretary of Health



Annex A

LIST OF REPORTABLE AEFIS AND THEIR CASE DEFINITIONS
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Acute Paralysis

Anaphylactoid Reaction
(Acute Hypersensitivity Reaction)

Disseminated BCG infection

Encephalitis

Encephalopathy

Hypotensive-Hyporesponsive Episode
(Shock Collapse)

Injection-Site Abscess

Lymphadenitis
(includes Suppurative Lymphadenitis)

Meningitis

Neuritis

0steitis/Osteomyelitis

Persistent screaming

Acute onset offlaccid paralysr within 4 to 30 days ofreceipt oforal polio virus
vaccine (OPV), or within 4 to 75 days after contact with a vaccine recipient, with
neurological deficits remaining 60 days after onset, or death.

Guillain Barre Syndrome (GBS): Acute onset ofrapidly progressive, ascending
symmetrical flaccid paralysis, without fever at onset of paralysis and with
sensory loss. Cases are diagnosed by cerebro-spinal fluid (CSF), investigation
showing dissociation befween cellular count and protein content GBS occurring
within 30 days after immunization should be reported.

Exaggerated acute reaction, occurring within 2 hours after immunizatiorl
characteized by one or more of the following: (1) wheezing and shortrress of
breath due to bronchospasm; (2) laryngospasm/laryngeal edema; (3) one or more
skin manifestations, e.g. hives, facial edema, or ganeralized edema.

Disseminated infection occurring within I to 12 months after BCG vaccination
and confirmed by isolation of Mycobacterium bovis BCG strain.

Is characterized by encephalopathy and signs of cerebral inflammation and, in
many cases, CSF pleoclosois and/ or virus isolation. Any Encephalitis
occurring within 1 to 4 weeks after immunization shouldbe reported.

Is an acute onset of major illness temporally linked with immunization and

characteized by any two of the following three conditions: seizures; severe

alteration in level ofconsciousnes lasting for I day or more; and distinct change

in behavior lasting I day or more. Cases occurring within 72 hours after
vaccination should be reported.

Sudden onset of paleness, decrease level or loss of responsiveness, decrease

level or loss of muscle tone (occurring withn 24 houn of vaccination). The
episode is transient and selflimiting.

Occurrence of a fluctuant or draining fluid-filled lesion at the site of injection
with or without fever.

Occurrence of either: at least one lymph node, 1.5 cm in size (one adult finger
width) or larger; or a draining sinus over a lymph node. Almost exclusively
caused by BCG and then occurring within 2 to 6 months after receipt of BCG
vaccine, on the same side as inoculation (mostly axillary).

Acute onset of major illness with fever, neck stiffness/ positive meningeal signs
(Kemig, Brudzinski). Symptoms maybe subtle to similar to those of encephalitis.
CSF examination is the most important diagnostic measrre: CSF pleoclosis
and/ or detection of micro organism (gram stain or isolation).

Dysfunction of nerves supplying the armlshoulder/gluteal area without other
involvement of nervous system. A deep steady, often severe aching pain in the

shoulder and upper arm or gluteal area followed in base or weakness by
weakness and wasting in arm/shoulder/gluteal muscles. Sensory loss maybe
present, but is less prominent. May present on the same or the opposite site to the

injection and sometimes affects both arrns or gluteal area. Onset is usually 2 to
28 days.

Inflammation of the bone either due to BCG immunization (occurring within 8 to
16 months after immunization) or caused by other bacterial infection.

Inconsolable continuous crying lasting at least 3 hours accompanied by high
pitched screaming. Onset 0 to 24 hours.
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Seizures

Sepsis

Severe local reaction

Thrombocytopenia

Toxic shock syndrome

Lasting from several minutes to more than 15 minutes and not accompanied by
focal neurological signs or symptoms. Febrile seizures or afebrile seizures. Onset

is usually 0 to 2 days.

Acute onset of severe generalized illness due to bacterial infection and

confirmed by positive blood culture.

Redness and/or swelling centered at the site ofinjection and one or more ofthe
following: swelling beyond the nearest joint; pain, redness and swelling of more

than 3 days duration; or requires hospitalizatiofl.

Platelet count of 100,000 cells or less per mm3. Onset is 15 to 35 days.

Abrupt onset of fever, vomiting and watery-diarrhea within a few hours of
immunization, often leading to death within 24 to 48 hours.

*Other severe and unusual events
occurring within 4 weeks after
immunization

Any death of a vaccine recipient temporally linked (within 4 weeks) to

immunization unless otherwise specified, where no other clear cause of death

can be established, should be reported. In addition, any unusual events should be

reported.



Appendix B:

Flowchart for Reportingand CausalityAssessment of AEFI

MESU/CESU conducts preliminary investigation thru DSCs utilizing

AEFI case investigation form (ClF).

Accomplish the

AEFI report and

provide

appropriate

assistance to the

case.

ls this a

serious type

of AEFI?

Notify immediately PHO, RESU and NEC.

AEFI CIF to City/ProvincialThe MESU/ CESU submit the comple

The City/Provincial AEFI committee

The LGU shall immediately

implement appropriate actions

based on the AEFI committee
The committee will submit report to the concerned MHO/CHO/PHO,

Mayor/Governor and CHD-RESU.

The Regional Director shall convene the regional AEFI committee and

deliberate the city/provincial AEFI committee repoG and AEFI report

from the RESU. The RESU staff shall act as the secretariat.

Regional AEFI committee

validates preliminary

causality assessment. FDRO

shall conduct independent

analysis of the implicated

vaccine as needed.

The Regional AEFI investigation team in

coordination with the LGU shall conduct

further investigation. FDRO shall

conduct independent analysis of the

implicated vaccine as needed. Then

submit the completed report to the

Regional AEFI committee for
deliberation.



RAEFIC reconvenes and validates

preliminary causality assessment.

The CHD shall provide

additional appropriate

interventions in

coordination to
program managers and

FDRO. The RESU

submits RAEFIC report

to NEC, PAEFIC, NCDPC

ls the result of
city/provincial

causality assessment

in agreement with the

The RAEFIC will submit

the report and other

supporting documents

to NEC for ISB

deliberation. Copy

furnish PAEFIC.

The NEC director

shall immediately

convene the lsB to
deliberate the

report. The PHSID

of NEC shall serve

as the secretariat.

ls the RAEFIC report

sufficient to come up

with final causality

assessment?

The ISB will inform the RAEFIC to
obtain other relevant

information. Then, the ISB will

reconvene to come up with the

final causality assessment.

The NEC will
endorse the ISB

report to National
lmmunization

Committee (NlC).

The NIC will come
up with an action

plan.

The ISB will come

up with a final

report that
contains causality

assessment and

recommendations

The NEC shall

provide the RAEFIC

with the final ISB

report. Then the

RAEFIC shall inform

immediately the

cHD/PHO/CHO of


