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Departent o Moot Heatth non-compliance / protocol deviation / protocol violation report

Protocol Principal Investigator: Institute:
Number:
Protocol Title:
Subject No. | Date of Events: I Date of Acknowledgement: I

Type of Report:
|:| Protocol Deviation /Violation

Eiua’lmﬁﬁ'ﬂiﬁvlﬂﬁﬂmauﬁammm&l (Randomization of ineligible subjects)
summaiasittnoaaaanainlasems (Enroliment of excluded subjects)
Vl&ivl(ﬁﬁﬁmwgmlaumiﬂ“ﬂﬂiadﬁi:q (Do not perform screening procedures required by protocol)
FLiuMIRanNTeInS T uAaUN1TIAY uamwmmﬁ'i:q (Perform screening or procedures outside
the time required by protocol)

’Lﬁﬂ'ﬁ%’nmﬁalﬁmvl,&imamwﬁ'izj_ql (Failure to provide therapy or medication required by protocol)
ﬁ'm”@nmﬁﬁ?'ﬁﬁsf:qvlﬂximuﬁ'm (Failure to accomplish procedures required by protocol)

ﬁfmmnﬂleimm'mﬁizq (Follow-up visit outside the time schedule required by protocol)

ODodg oggo

Su 9 (Others) 321

I:I Non-Compliance
] daiﬂmmmqmim‘"laiﬁaﬂszaaﬁmﬁm”ﬂULLiddﬂ%ﬂ (Delay sending SAE report)
O s49189%aNumMantinwa9n133388117 (Delay sending continuing report)
O sl,ﬁana'ﬁ%mm”agau,rimmaﬁ'ﬂmﬁuﬁvlaiﬂizﬁum’]mwaaﬂmzﬂﬁwmsﬂmw (Use unstamped
informed consent form)
O myuSwssamanaanmaionildlunisdseliwunzan (Improper drug accountability)

L] 5%6] (Others) 32y
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Departent o Moot Heatth non-compliance / protocol deviation / protocol violation report

gazidaauasmsladfinaatamiivwa (Narrative summary of the event)

n1Iaadudwad (Action Taken):

O naueanaif3nInn13iae (Subject withdrawn)

O nauea&inIaInmIig Laz@aay (Subject withdrawn with follow up visit required)

O esssiasdansaglunisdde uddaamudiinaainsanmadasadnilngda (Subject remains on the study
but need to be closely monitored)

O ewsssiasdansaglunsiie wddivudlumaliemzidayansadi@ (Subject remains on the study but
data analysis will be modified)

O LLH‘]VGQﬁﬁuawunuﬁﬁ'ﬂﬁéaéﬁﬁ'ﬂ%ﬁ'ﬂ Sponsor or Principle Investigator notified ondate _ /_ /

] '5%6] (Others) 321)

1 a ea v o = A. q 1 a .:I = | 1
mﬂuﬂgummumamwuﬂuwamumwmﬁmmammauma% ‘) wsalu
Will this event post risk to other subjects?

] Yes 1 No [ Not applicable

o a H % a I g’ []
:ﬁmsmmumsvﬁammm‘sﬁazﬁaan%mimﬂm@;m‘smmﬁalu

Which corrective actions or plans to prevent the future events?

L] ausaufindsuionuidsduiunsisonianannisiulasinisiae (Retraining the research team about the
research procedure on date I )

L] amumiﬂﬁﬁaﬂﬁmuﬂﬁﬁﬂﬁﬁ (ICH GCP trainingon __ /| )

] Lﬁm%ﬁﬁ’lﬁﬁ%ﬂ@’i’m’ﬁ'ﬂ (Hire more staffs or co-researchers)
L] Lﬁm's’mﬂaa@ﬁwad“ﬁaga (Increase data SECUNtY DY.......c.ouieiii i

L] deunsadanuaTosiionauni (Fix or Replace the old machine)
(] a9 (Others) 1)

Investigator Signature Date
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