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Guidelines for SAE Report Review
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No change In relation

to study drug
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CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1. PATIENT INITIALS
{first, last)

1a. COUNTRY

2. DATE OF BIRTH

Day | Menth

Year

2a. AGE | 3. SEX [4-6 REACTION ONSET

Years Day | Month | Year

7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)

8-12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

O PATIENT DIED

£ INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

o INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

0 LIFE
THREATENING

Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUGIS) (include generic name)

20 DID REACTION
ABATE AFTER
STOPPING DRUG?

1 YES TINO [JNA

16. DAILY DOSE(S)

16, ROUTE(S] OF ADMINISTRATION

17. INDICATION(S) FOR USE

21.DID REACTION
REAPPEAR
AFTER REINTRO-
DUCTION?

COYES CINO CINA

18. THERAPY DATES (from/to)

19. THERAPY DURATION

. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUGI(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23, OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of peried, etc.)

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24¢c. DATE RECEIVED
BY MANUFACTURER

24d. REPORT SOURCE

[ STUDY [ LITERATURE

[ HEALTH PROFESSIONAL

DATE OF THIS REPORT

25a. REPORT TYPE
O INITIAL

[ FOLLOWUP




AF 01-19/1.0

PSRU Pibulsongkram Rajabhat University
g~  Ethics Committee
EC

wuUTIEUmanIsallinaUszaed
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Adverse Events and Problem

Report Form - Internal

Protocol Title:

COA No:

Principal Investigator:

Sponsor:

Medicine or cosmetic or device

Study site:

Adverse Event:

Onset of SAE: (dd/mm/yyyy)

Event reported:

O initiat report O Follow-up report

Severity of event:

O Death
O uife threatening

O Hospitalization or prolongation of hospitalization

O Persistent or significant disability or incapacity

O Congenital anomaly or birth defect

O Required intervention to prevent permanent impairment
[0 other

Causality of event:

[ unrelated (clearly not related to the research)
O Unlikely (doubtfully related to the research)
O Possible (may be related to the research)

O probable (likely related to the research)

O pefinite (clearly related to the research)

Is the reaction expected?

O Expected

O Unexpected (not mentioned in the protocol or Investigator Brochure)

Is the event classified as a SUSAR

O No O Yes

Progression

Is the event due to progression of an underlying illness?

D No |:| Yes

Action take with study treatment:

O Reduced O increased

O Permanent stop

O continued
O Temporary stop




Outcome of SAE: O Rresolved O Resolved with sequelae

O Improved O Ppersistent O worsened
O Fatal O Unknown
Other actions taken: O No action required

0 Amend consent document

O Amend protocol

O inform current subjects

O Terminate or suspend protocol

C0 Others o

Have Similar Adverse Events Occurred | [ No O Ves How many?

on this protocol?

Comment (Principle investigator or Site investigator):

O Principle investigator [ Site investigator Name:

Date Signature
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Suspected Unexpected Serious Adverse Event Summary Report Form - External

AF 02-19/1.0

Protocol Title:

Period of report:

Principal Investigator:

COA No:

Sponsor: Contact Number:
Initial Report
No. Country ID No Sex | Age Event (Description) Onset | Causality Severity Action Medication | Action taken | Outcome
or Site (A) (B) © (D) (E)
1
2
Follow up Report
No. Country ID No Sex | Age Event (Description) Onset | Causality Severity Action Medication | Action taken | Outcome
or Site (A (B) (@) (D) (E)
1
2

(A) Causality:

(B) Severity:

(C) Action medication:

(D) Action taken:

1 = Unrelated, 2 = Unlikely, 3 = Possible, 4 = Probable, 5 = Definite

1 = Death, 2 = Life threatening, 3 = Hospitalization or prolongation of hospitalization, 4 = Persistent or significant disability or incapacity,

5 = Congenital anomaly or birth defect, 6 = Required intervention to prevent permanent impairment, 7 = other significant medical event

1 = Continued, 2 = Reduced, 3 = Increased, 4 = Temporary stop, 5 = Permanent stop

1 = No action, 2 = Amend consent document, 3 = Amend protocol, 4 = Inform current subjects, 5 = Terminate or suspend protocol, 6 = others

11




1 = Resolved, 2 = Resolved with sequelae, 3 = Improved, 4 = Persistent, 5 = Worsened, 6 = Fatal, 7 = Unknown
(E) Outcome:
AF 03-19/1.0

PSRU LUUUSZLAUS1897% SAE %59 SUSARs
Ec Review Assessment Form for SAE, SUSARs Report
Protocol Title: PSRU-EC No:
Principal Investigator: COA No:
Sponsor: Contact Number:
gy O saEs O SusARs [ Others...eeeeeeoeee.
AT VU e 18974
LU Initial Report. ... 18U
O 79 on siteeee 89U

(Tu Follow-up Report...........co........ 89U
O A0 on sitene §789Y
AU EVENTS LAE CAUSAL RELATIONSIID. ... vviiviieeiet et s s e s s 2s e ss e ssssessessss e ss e ssessessesss e sssssesssssssessssees




Reviewer’s Decision
O Acknowledgement
O Acknowledgement with suggestion
[ Need full board review




