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(IRB Protocol’s NO):.........cooovvveeereeeeriane. LUBS INTANALIDND e Mt
3.381A59n15 (Protocol Title): 4.1pvdienandiing (Subject No):

5. giauiitAnmanisal (Site of SAE):
0 Tu swveuuiy (Internal)

O UBN IWADULAU (EXternal) T8Ue e

6. sumnNI3al (List of SAE):

o o/ L3

7. Juiifawmnnisal 8. TungideTunsumanisal

(Date of occurrence): (Known Date of Occurrence):

9. 5ufisreeu(Date of Report):

10.9UAVDITI89Y

O s1enuasausn (initial report)

11. msadiunsivananadasifiamgnisal (Action taken)

12. Is adverse event serious?

13. Is adverse event unexpected?

O no
d Yes, it is (V Death

( Life threatening conditions (please

0 Inpatient hospitalization

[ Prolong hospitalization

O Persistence or significant
disability/incapacity

0 Congenital anomaly

O No

O ves, itis 03 Nature is not consistent with protocol*
[ Severity is not consistent with protocol*
0 Frequency is not consistent with

protocol*

(* Protocol or related documents such as Investigator

Brochure, informed consent document)
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there any solid literature regarding this SAE? +1 0 0
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Is SAE alleviated after discontinuing the test article or taking antidote? +1 0 0

Does the same SAE re-occur after re-administering the test article?

Are there any possibilities (except the test article) can cause this SAE? +2 -1 0

-1 +2 0
Does placebo cause the same SAE? -1 +1 0
Does the plasma level of the test drug reach toxic level? +1 0 0
Are there any association between the dosage of test drug and the degree of SAE? +1 0 0
Dose the subject have the same SAE when received the test drug or similar drugs in +1 0 0

the Are there any objective evidence showing the causality of this SAE?
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MNEWE > 9 @ certainly related , 5-8 : probable/likely related , 1-4 : possible related , +1 0 0

<1 = doubted, not sure
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3 Aeadosutiney (definitely related)
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(Current clinical outcome of subject)

0 Recovery 0 Improved O stable

3 Not known

3 worse [ Dead
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LUBSINSANLDND oo P A1 W

3.39lA53n13 (Protocol Title): 4.933:3a71518914 (Period of reports)

5.377U51897% (Number of reports) :

6.37UMUBEEUATNTI89U (Number of cases) :
Tudsewe (Local) ... 518 (cases)

A9Usewna (Other countries)........... 318 (cases)

7. Iua@adamael | 8. IudueaalasiinmgnIal

1W32ulAsIN1sITLREINY o
‘f]ﬁlﬁ;ﬁ’u (Total number of
currently enrolled subjects

in the same protocol):

lineuszasranenddeienulu
Tasen15398du (Total number
of SAE cases received the

same drug in other protocols)

............ 519 (cases) . 978 (cases)

9. 5'11«!’31!8']6’1ﬁﬂﬂiLLﬂﬂ@ﬂNﬂ?quiuLLis‘i
(Number of subjects classified by

severity of adverse events)

12 ¢ g a a £
10. L‘Wﬁ!ﬂ'ﬁﬁlnllWQUiga\'iﬂWiﬁ']'uL‘U'LlL'VW!ﬂ']imVllllﬂ']ﬂﬂﬂ?']Qg LNAYU

fneuseld (Are these adverse events unexpected?)

Opeath ... cases

O Life threatening conditions ......cases
0 Prolonged hospitalization.......... cases

(3 Inpatient hospitalization ......... cases

(T persistence or significant disability/ incapacity

O No. They have already been mentioned in protocol or
related documents such as Investigator Brochure or informed

consent document.
O vYes. O Nature is not consistent with protocol*
3 Severity is not consistent with protocol*

0 Frequency is not consistent with protocol*

Numbers of unexpected events ..................... cases
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338 (Summary of adverse events (AE) O Recovery ... cases
that related to participation in research.) Oimproved ..o cases
O certainly related ..... events Ostable .......... cases
0 probable/likely related........ events Oworse cases
m possible related ........ events O Not known ... cases
O doubted, not sure....... events ODead cases
ONot related .......... events
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Sausananiinnenanaiasauduvielal

(Are there any necessary changes in
protocol or informed consent to protect
other subjects due to th ese SAEs?

Ono. Oes. (please describe)

a1930%1UNIY (Investigator’s SigNature).............coooeevvcerrn.. N (Date).....vveeeecee.
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v

nwaizvasnssauL: OProtocol Violation 0 Protocol Deviation O Non-compliance

N

uiinman1sal (Date of Event)

o)

'
=

YN
u

N

[y

85UN3U (Date Event Became Known to Investigator)

o)

Juitdaviseeu (Date Form Completed)

gilavasnsadiunisiideauumiediu (Type of Protocol Violation/Deviation/ Non-compliance)
0 nsqueanastasilsifinnuandRvmzan (Randomization of ineligible patient)
0 nMsSuoaadasiiiivnefnesnainlasinis (Eligibility criteria exception)
O lﬁlﬁﬁﬂmm%umaumaﬁ@maﬂﬁizq (Screening procedure required by protocol not done)
O ﬁﬂmm%umauﬂﬁﬁﬂﬂﬁa\‘ﬁﬁaeﬁgumaumﬁ%’auaﬂiwznmﬁizq
(Screening or On-study procedure/ lab done outside the protocol required time)
| ﬂﬂi%’ﬂwﬁiﬁmiﬂmmﬁﬁzq (Incorrect therapy given to patient)

O mﬂﬁaﬂﬁmﬂmmﬁizq (Medication non-compliance)

a

O vLﬁVT’]G]’]iJ%UG]@Uﬂ’IﬁﬁEW]SSIJ (On-study procedure required by protocol not completed)

O miﬁwmahjmmmﬁizq (Visit non-compliance)
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Memorandum
Office Khon Kaen Hospital Institute Review Board in Human Research

Subject: The result of KIRB’s Consideration

Principle Investigator:

Address:

Protocol Title:

Protocol No:

According to the reference document No. .................. (Day - Month -Year) as you

notified the committee about the ...(Event)

have / has been reviewed according to the ICH GCP and acknowledged by the committee at

the meeting, Month/Year agenda no. 3.5..., dated Date-Month-Year

Sincerely yours,

Name of Chairman of the Khon Kaen Hospital Institute Review Board in Human Research
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Memorandum

Office Khon Kaen Hospital Institute Review Board in Human Research
Refi s e Date.. e

Subject: Results of Committee’s considerations for ethics in human Research

To (Researcher’s name/Office of affiliation)

Y dated .o Protocol Title: “.ci ” (Protocol No.
.................... ), | would like to inform you that your research protocol was considered in the 3.2
Agenda of the ..(nth/date)..meeting regarding , and the committee resolved for the motion

“acknowledged” and asked that the researcher ... Please be informed accordingly.

Sincerely yours,

Name of Chairman of the Khon Kaen Hospital Institute Review Board in Human Re



