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Changes in Common Rules 

New Exclusion in HSR: 
- use of existing info 
(de-identified), 

- anonymous survey
- anonymous specimen

**

New Inclusion in HSR: 
- Biospecimens as  
human subject



Changes in Common Rules 

New Exemption: 
- use of identified info 
from non research 
purpose  if prior notice 
given that it may be 
used as research, 
- social and behavioral 
data  not seen by 
human
- etc.

**
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Regulations (Thailand)



Human Subject Research – ข้อบังคบั 2557
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Human Subject Research – ข้อบังคบั 2549
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Regulations – พรบ สุขภาพแห่งชาติ 2550
**



Regulations - พรบ ข้อมูลข่าวสารของราชการ 2540



http://www.etcommission.go.th/home/files/article/article-dp.pdf
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Discussion ….

• IRB review process
• Waive category – anonymous / online survey?
• Allow use of the collected data to be analyzed for 

other purposes, and not informing IRB?  Same as 
specimen?

• Data encryption vs. Data destruction (years?)
• “Data protection/security measures” in protocol 

section?
• Other comments on “data science research” as “human 

subject research”  (discussion on “big data” issues later)
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