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Report can be returned by fax to 2572 4570

For follow-up report (see Guidance Notes).
please provide ADRMU Ref. No.:
Department of Health
Adverse Drug Reactions (ADR) Report Form

Please read the following instructions:

ok k) —

Please read the Guudance Notes for ADR Reporting before completing the ADR report form.

This report form 1s used for voluntary report of all suspected ADR. There is no need to put down the full name of the patient.
ADR can be briefly descnbed as a noxious and unitended response to a drug or vaceme when the normal dose 1s used.
Please provide information to every section. Information of individual reporter will be treated in sirict confidence.

For further enquires, please contact the ADR Monitoring Unit of Pharmaceutical Service of the DH at 2319 8482,

Section (A): Patient Information
Patient initials or ref. no.: Weight (if known): kg
Sex: M/F*  Date of birth: (dd/mm/yyyy) / / or age (at last birthday):

For female: Is she pregnant?  Yes/No*

Section (B): About the Adverse Drug Reaction

1] ]

Date of onset of ADR: (dd/mm/yyyy) / /

Description:

ADR category (for vaccine related ADR only):

U Allergic reaction O Local reaction  Systemic reaction @ Neurological disorders

Severity:

Q Life threatening Q Hospitalised on: (ddmm/yyyy) / / Q Hospitalisation NOT required

‘All Drug Therapies/Vaccines Daily
Prior to ADR Dosage
(Please use trade names and. (dose Route Date Date Reason for Use
for vaccine, indicate batch | number for Begun Stopped '
number. Please circle the |vaccines e.g.
suspected drug.) 1" DTP)

Section (C): Treatment & Outcome

Treatment of ADR : 1 No Q Yes. Details:

Outcome: Recovered U Not yet recovered QUnknown O Died on: (dd/mm/yyyy) / /
Sequelae: 0 No O Yes: [ Persistent disability U Birth defect 0 Medically significant events

Remarks (allergies or other relevant history):

Details:

Section (D): Reporter Details
Name of Doctor/Chinese medicine practitioner/Dentist/Pharmacist™:

in private/public* service.

Correspondence Address

Date: Tel. no.: Fax. no.: Email:

DH 2580 (Revised 7/2008) * delete whichever inappropriate
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Appendix V

GOVERNMENT VACCINATION PROGRAM 2009/10

VACCINE ADVERSE REACTION REPORTING SYSTEM

o PR W OB

HOSPITAL
AUTHORITY

(Only severe or rare vaccine adverse events
as described under Box 10 need to be reported)

For HAHO MICC Use Only
Ref. Number

Date Received

1. Name of recipients (Note 1)

Address

2. Place of vaccination 3. Date of vaccination
R / / !
Institution Name / Address DD MM YY
Time
AM/PM

4. Adverse event onset

/ / /
Telephone no. Telephone no. DD MM Yv
Or affix patient’s gum label if available Time
AM/PM
5 HKID no. 6 Date of birth 7. Sex
/ J ! | M
MM YY ‘ B

8. Recipients Categories

Cate gory a: Medical
Category b: Nursing

Category c: Allied Health.

Category d: Management
Category e: Volunteers

Category f: Other staffs

9. Type of Vaccine

| | Category g: Patients Seasonal Influenza Vaccine

Human Swine Influsnza Vaccine

iecine (PCVT)

al Vaccine (23vPPY)

Pneume

Pneu

10. Describe adverse event(s) (Note 2)

Please specify

Occurring within 24 hours of immunization

\ Anaphylaxis |

Occurring within 5 days of immunization

| Severe local reaction (Note 4) :

| Anaphylactoid reaction | Severe allergic reaction (Note 3)

Toxic shock syndromes

| | Sepsis | Septicaemia

[ Injection site abscess (bacterial / sterile)
Occurring within 15 days of immunization

i Seizure

| Encephalopathy
Occurring within 120 days of immunization

|| Guillain-Barre Syndrome (GBS) 7 |

| Neuritis |
|| Vasculitis |

| Neuralgia

No time limit

Encephalomyelitis

Rediculoneure

Paraesthesia

Thrombocytopaenia
(platelet <50,000/mm3

[ Any death, hospitalization or other severe and unusual
evenls that are thought by health workers or the public

to be related to immunization

11. Severity Index

Level 6: Death

Level 5: Permanent disability expected

Level 4: Significant morbidity/change in vital signs
requiring/necessitating emergency treatment

Level 3: Temporary morbidity, permanent disability not expected

Level 2: Incident occurred. increased monitoring required with no
change of vital sign

Level I: Incident occurred that did not result in injury

12, A
\

ction Required
Required emergency room / doctor visit
Required hospitalization ( days)
Resulted in prolongation of hospitalization

Resulted in ICU admission

13. Patient recovered

YES [ | NO [ | UNKNOWN

14. Other medications currently taking (if known)

Reporter’s Name (Note 1)

Rank

Signature

Institution

Telephone Number

Date

Completed form should be forwarded to HAHO MICC, CHP and ADR Monitoring Unit of DH at fax: 2194 6846, 2477 2770 and 2572 4570.
Immediate notification should also be made to HA HODO by pager at 7116 3328 A/C 999 and CENO at 2477 2772 (within office hours) or MCO of
DH by pager at 7116 3300 A/C 9179 (outside office hours). For GBS cases, please also complete the GBS reporting form (Appendix VI).
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Case Number

Guillain-Barre Syndrome Report following Influenza Vaccination

Note:

Part | - VIl to be completed by attending/ reporting physician (Hospital Authority)
(Staff of the Department of Health may contact the reporting physician and/or
patient for more information)

Part VIl to be completed by the Department of Health

Part IX to be completed by Expert Group

I.  Reporting Information

Date of report: (am/pm)

Attending / reporting physician:

Contact phone number:

Il. Personal Particular Information

(affix patient's gum label here)

lIl. Clinical History

Date of onset: (dd/mm/yy)

Clinical presentation:

Recent history of influenza-like ilinesses or other infections?

Motor functions

O Symmetrical / Asymmetrical weakness® DAscending / Descending weakness”

DUpper limb involvement OLower limb involvement

Cracial muscle weakness CJBulbar weakness

O Eye muscle weakness *cross out the inappropriate option
Remarks:

Completed form should be forwarded to CHP (CENO) by fax at 2477 2770
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Sensory functions

D Loss of proprioception
DDeap arching muscle pain
D Loss of pain sensation

Remarks:

Clarefiexia
O Dysesthesias

Case Number

DLoss of temperature sensation

Autonomic functions
Olwide fluctuation in BP
Ocardiac arrhythmia
Remarks:

Oorthostatic hypotension
O Sphincter dysfunction

Others

OlsiapH

O rever {early stage)
Remarks:

O Encephalopathy

Past Medical History

Past history/family history of GBS and other neurological diseases?

Reactions to previous vaccinations?

Pre-existing disorders?

Remarks:

Laboratory and Diagnostic Tests

CSF

EMG
Nerve conduction study

Other test(s)

Completed form should be forwarded to CHP (CENO) by fax at 2477 2770
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VI.

VIL.

Hemarks:

Case Number

Management

Date of admission
ICU admission
Intubation

VIG
Plasmapheresis

Other treatment

Y/
Y/
Y/
Y/

2 e E

Complications and Outcome

Complication(s)

Y/ N

Completely recovered? Y/ N

Permanent disability?

QOutcome
Date of discharge
Cause of death

Remarks

Differential Diagnosis (can choose more than one)

Oees

CINon-GBS - acute myelopathies
CINon-GBS - vasculitis polyneuropathy
CINon-GBS — motor neurone disease
CINon-GBS - myasthenia gravis

Y/ N

CINon-GBS - infective cause (botulism, Lyme disease polyradiculitis, CMV

polyradiculitis, West Nile Virus complications, poliomyelitis)

CInon-GBs - poisoning

D Others

Signed by attending / reporting physician :

Completed form should be forwarded to CHP (CENO) by fax at 2477 2770
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