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  หน่วยจริยธรรมการวิจัย
หน้า 2 ของ 2 หน้า



  คณะเทคนิคการแพทย์ มหาวิทยาลัยเชียงใหม่ โทร. 36026
AF 01-019

แบบรายงานเหตุการณ์ไม่พึงประสงค์ชนิดร้ายแรง ซูซาร์หรือเหตุการณ์ที่ไม่คาดคิด ที่เกิดภายในคณะฯ
Local or Internal SAE/SUSAR or Unanticipated Problem (UAP) Report

1. Protocol information

	Principal Investigator: ....................................................


	Study Title: ..................................


	Study Code: .............


2. Report type

	( SAE/SUSAR (Go to 4)
( Unanticipated problems not involving adverse events (Go to 3)

                 ( Risk of breach or breach of confidentiality

                  ( Other incidents


3. Unanticipated problems

	3.1 Description of incident

.................................

3.2 Investigator’s corrective action 

..............................




4. SAE Report
	Name of the study intervention: 

....................
	Report Date: ............

( initial      ( follow-up

Onset date: .....

Date of the first use:

........

	Sponsor: .................................
	


	Subject’s initial/number:


	Age:
	( Male      (  Female


	Subject’s history:
	Laboratory findings:




	Event description:




	Seriousness:

( Death

( Life Threatening

( Hospitalization - ( initial     ( prolong

( Disability/incapacity

( Congenital Anomaly

( Other.............
	Causal relationship to 

          ( Study Intervention

          ( Others (Specify.........)

( Not related

( Possibly related

( Probably related

( Definitely related

( Unknown

	Expectedness:     (  Expected      ( Unexpected

Determined by    (  Investigator   ( Sponsor

	Treatment administered:



	What were the measures taken?

(  Discontinue the suspected intervention

(  Reduce the dose of the suspected intervention

(  Treat the SAE/SUSAR (specify..............................)

(  Others (specify..............................................)

	Outcome:

(  Fatal                      (  Resolved              (  Resolved with sequelae (describe)......
(  Improved                (  Persistent             (  Worsened             (  Unknown

	Does the trial have DSMB/IDMC       (  Yes           (  No



	In the investigator’s opinion, does this SAE/SUSAR/UAP significantly alter the risk-benefit analysis to the research subjects in this research project?

          ( Yes                (  No

	How do you address your management plan in terms of the approved protocol as shown below?

Changes to the protocol recommended?

         (  No                 (  Yes, attached proposal

Change to the informed consent form recommended?

         (  No                 (  Yes, attached proposal
Others...............


	Reported by: .....................                                  Date: .............................
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