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AF01-23 Adverse Event and Problem Report (Investigator Initiated)
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(Review of Safety Report)

AF02-23 Reviewer Assessment Form for SAE/SUSARs Report

AF03-23 Suspected Unexpected Adverse Event Summary Report

8. lPNAN591994

8.1 Protection of Human Subjects, 45 C.F.R. pt.46 (2017).

8.2 World Health Organization, Operation Guidelines for Ethics Committees that Review
Biomedical Research, (2011)

8.3 ICH Harmonized Guideline Integrated Addendum to ICH E6(R1): Guideline for Good
Clinical Practice E6(R2) Current Step 4 version dated 9 November 2016.
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CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

|. REACTION INFORMATION

1. PATIENT INITIALS 1a, COUNTRY [ 2. DATE OF BIRTH

[first, last) Day | Menth | Year

7a. AGE| 3. SEX | 4-B REACTION ONSET

Day | Month | Year

7 + 13 DESCRIBE REACTIONIS) (including relevant testsflab data)

B-12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

O PATIENT DIED

O INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

o INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

0 LIFE
THREATEMNING

—

Il. SUSPECT DRUGIS) INFORMATION

14. SUSPECT DRUGIS) linclude generic name}

20 DID REACTION
ABATE AFTER
STOPPING DRUG?

O YES OO NO O NA

15. DALY DOSEIS]

16. ROUTEIS] OF ADMINISTRATION

17. INDICATION{S] FOR USE

21. DID REACTION
REAPPEAR
AFTER REINTRO-
DUCTION?

O ¥YES I NO [ NA

18. THERAPY DATES (from/to)

18. THERAFY DURATION

lll. CONCOMITANT DRUGI(S) AND HISTORY

22, CONCOMITANT DRUGIS) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY le.g. diagnostics, allergics, pregnancy with last mnnt-h_r:'af period, etc.)

V. MANUFACTURER INFORMATION

24a, NAME AND ADDRESS OF MANUFACTURER

| 24b. MFR CONTROL MO,

24c, DATE RECEIVED
BY MANUFACTURER [ STUDY [ LITERATURE

] HEALTH PROFESSIONAL

24d, REPORT SOURCE |

DATE OF THIS REPORT 2%a. REPORT TYPE

O IMITaL - O FOLLOWLUP
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Research Ethics Committee

Uttaradit Rajabhat University Adverse Event and Problem Report

(Investigator Initiated)

Instruction: Please fill in the form and attach documents if necessary.

Protocol number : URU-REC. No.

For the

record only

Investigator No.

1. Brief description of the adverse event or problem

2. Evaluation of event or problem

Seriousness:

death

life threatening

disability

new/prolonged hospitalization

congenital anomalies

Already mentioned in - investigator brochure

- patient information sheet

Relationship with the investigational drugs/procedures/devices:

by  sponsor investigator
probably
possibly
unknown

not related

Outcomes:

probably
possibly
unknown

not related
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resolved/improved
unchanged
worsened
fatal
not available
Site involved:
site responsible by Naresuan University / Affiliated & Regional Institution

Network sites

Other sites

Investigator considerations:
1. Notification to human subjects using new or additional informed consent.
required immediately
required for the next appointment
not required
2. Change in or suspension of research.
suspension
change

no action required

Note: Serious Adverse events (SAE) and serious and unexpected adverse events from investigation

site should be submitted to NU-RREC within 7 days after the events or problems occur. Fatal case

must be informed immediately within 24 hours after the event.

Investigator

SIGNATUIE oot dated. Mo ... VSR

For Board use only

SAE subcommittee considerations:
1. Notification to human subjects using new or additional informed consent.
required immediately

required for the next appointment
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not
required

2. Change in or suspension of research.

suspension

change
no action required

3. Acknowledgement

Comment :

Note: All actions have to be referred to full board.

Chair of SAE subcommittee

SIGNAtURECTNNN S s ... . S-S UM . RO T =15 dated............. . N Y
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Reviewer Assessment Form for SAE/SUSARs Report

dsuii Al Tuil Study Code | RREC No. Foidou/side asunaaiiy
180 L] SAEs  [] SUSARs [ Others....ormriciieeen
G T O " 18974
tJU Initial REPOTt. ..o 189U
L[] 1Ain on site. oo 197U
BV M rerercrrrcrcrrrce TSSOSO RO OO ROV U RV UUURUUUUUIIY
Date OCCUITEd. ..
Date reported t0 IRB......ccoeevereeneirireeeceecreireies
Causal RelationShip.....ccccueeerieiireeieieeiseeeeesis e
a3U Events Waz Causal Relationship.........ooooirrrrrrececcccccccccc
LHUBAIAY (LLa%LLfﬂwﬂ FUWL BOAId).evvvereeiieeririeeeie et
[ AR lUUSEINA. e 19U
] ARTUANUSEN o T84
a3U Events Uaz Causal Relationship........cc.cocooirrrrrvvveevveeveememieeeciieccces
BEUBAVUITIUL. ..o
1Oy Follow-up Report....................... 189U
L1 1fin on site oo 197U
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BEUBADVITAL oo

[ AR UUTE NP 189U

[ AR USENA. e 189U
d3U Events kag Causal Relationship. ..o
BEUBADNIAL oo eeee e




Suspected Unexpected Adverse Event Summary Report

Principal Investigator:

Study Title:

Name of the studied medicine/device/cosmetic/herbal medicine

AF03-23/3.0

Protocol No.:

This report covers the period:

Sponsor: From To
Follow up Management
Description of Unexpected Adverse Date of Date start F Initial report Age Serious Related to Remarks
No. Events Event and end or report ) Study
(O/M/Y) of Tx M Tes
(D/M/Y) Yes No

0 0[O [
0 &, || D 0
l | 10 0

Comment:

Reviewed by: Date (D/M/Y):







