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Principle of Human research ethics
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▪What is human research?

▪Ethical guidelines – human 
research oversight

▪ Institutional Review Board duties

▪ Investigators’ duties 

Agenda
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Research involving Human Participants
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Research = a 
systematic 

investigation

New 
Generalizable 

knowledge

uses, 
studies, 
analyzes

Obtains 
private 

identifiable 
information

-physical procedures
-manipulations of the 
subject or the 
subject’s environment 

communication or 
interpersonal contact 

Acquired from 
previously 

collected sources

Observation

Publication 

Academic 
position



❖Declaration of Helsinki (2016) –The World Medical Association (WMA): medical 
research involving human subjects, including research on identifiable human 
material and data.

❖Standard and operational guidance for ethics review of health-related research 
with human participants (2011) – WHO: Research involving human participants: 
Any social science, biomedical, behavioral, or epidemiological activity that entails 
systematic collection or analysis of data with the intent to generate new 
knowledge in which human beings: 

❖(1) are exposed to manipulation, intervention, observation or other interaction 
with investigators, either directly or through alteration of their environment; or 

❖(2) become individually identifiable through investigators’ collection, preparation 
or use of biological material or medical or other records.
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Ethical guidelines



• designed solely to enhance the well 
being of an individual patient or client

• expectation of successPractice 

• designed to test an hypothesis, permit 
conclusions to be drawn, and contribute 
to generalizable knowledge 

• formal protocol – objective + procedures

Research 

The distinction between research and practice is blurred
partly because both often occur together (as in research designed to evaluate a therapy) 

partly because notable departures from standard practice are often called 
"experimental" when the terms "experimental" and "research" are not carefully defined.
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IRB Oversight of Research Involving Human

Initial

submission

Progress 
report 
(at least 1/year)

Close-out (Final) 
report

-Protocol amendment
- Protocol deviation

Serious 
Adverse Event 

Report

COA
Start

Turn 
around 

time
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Clinical 
trial 

registry

Keep record as 
inactive protocol 
for 3 years after 

closeout 



Type of review
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More than 
minimal risk

• Full-board
review

Minimal risk
• Expedited

review

Less than 
minimal risk

• Exemption
review

Need progress report at 
least once/year

Still need 
communication with 

IRB until close out



Exemption form review ≠ Exemption review 

EXEMPTION FORM REVIEW 

✓Human research

✓Not require submission to IRB

EXEMPTION REVIEW 

✓Human research – less than minimal risk

✓Require submission for IRB review

✓Need IRB approval before start research

✓Exempt for follow up review

Non-human 
research

No direct 
contact with 
living human

No 
intervention

No interaction

No 
observation

Data collected not
contain individually 

identifiable data
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Exemptions from review

➢ when publicly available data are analysed
or 

➢ the data for the study are generated by 
observation of public behaviour,

and data that could 
identify individual 

persons or groups are 
anonymized or coded

Health systems research may be exempted from review if
public officials are interviewed in their official capacity 
on issues that are in the public domain. 
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International Ethical 
Guidelines for 
Health-related Research 
Involving Humans by the Council for 
International Organizations of 
Medical Sciences (CIOMS) 2016



Is meta-analysis a research method?

▪Meta-analysis is a statistical technique for amalgamating, 

summarizing, and reviewing previous quantitative research. 

▪ By using meta-analysis, a wide variety of questions can be 

investigated, as long as a reasonable body of primary research 

studies exist.
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Some examples of primary source formats 
include:

• archives and manuscript material

• photographs, audio recordings, video 
recordings, films

• journals, letters and diaries

• speeches

• scrapbooks

• published books, newspapers and 
magazine clippings published at the 
time

• government publications

• oral histories

• records of organizations

• autobiographies and memoirs

• printed ephemera

• artifacts, e.g. clothing, costumes, 
furniture

• research data, e.g. public opinion polls
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Secondary sources 

▪ Secondary sources are works that analyze, assess or interpret an 
historical event, era, or phenomenon, generally utilizing primary 
sources to do so. 

▪ Secondary sources often offer a review or a critique. 

▪ Generally speaking, secondary sources are written well after the 
events that are being researched. 

▪ However, if an individual writes about events that he or she 
experienced first hand many years after that event occurred, it is still 
considered a primary source.
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Tertiary sources 

▪ Tertiary sources are sources that identify and locate primary and 
secondary sources. These can include bibliographies, indexes, 
abstracts, encyclopedias, and other reference resources; available in 
multiple formats, i.e. some are online, others only in print.

▪ It is important to note that these categories, i.e. secondary and 
tertiary, are not mutually exclusive. 

▪ A single item may be primary or secondary (or even tertiary) 
depending on your research topic and the use you make of that 
item.
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Institutional 
Review Board 
duties



ประเดน็ในการพิจารณาโครงการวิจัย

15

การช่วยเหลอืหากเกดิ
เหตุการณ ์ ไม่พึงประสงค์

• คุณวุฒิ/ประสบการณ์
• ทีป่รึกษา

• วธิีการเชิญชวนและขอความ
ยินยอม

• การดูแล vulnerable subjects

• ถูกต้องตามระเบียบวธิีวจัิย
• มปีระโยชนคุ้์มค่าความเสีย่ง

โครงร่างวิจยั

การพิทกัษ์
สิทธิและสวสัดิ
ภาพ ผูเ้ขา้ร่วม

วิจยั

ความ
เหมาะสมของ
สถานที่วิจยั

ความ
เหมาะสมของ

ผูวิ้จยั



การพิจารณาโครงร่างวิจัยก่อนให้การรับรอง

▪ Research design สามารถตอบโจทยค์ าถามวิจยัไดต้รงตามวตัถุประสงคท์ี่ต ัง้ไว้

▪ ค ำนวณขนำดตัวอย่ำงโดยใชสู้ตรที่เหมาะสมกบัระเบียบวิธีวิจยั

▪ ก าหนดเกณฑ์กำรคัดเข้ำ และคัดออกที่เหมาะสม ไม่รบัผูท้ี่อาจเกิดอนัตรายหากเขา้รว่มวิจยั

▪ การแจกแจงผูเ้ขา้ร่วมวิจยัเขา้ในแต่ละกลุ่ม (Subject allocation) หากมีการเปรียบเทียบระหว่าง
กลุ่มที่ไดร้บักระบวนการที่แตกต่างกนั

▪ มีกระบวนการติดตามดูแลผูเ้ขา้ร่วมวิจยั โดยเฉพาะการวิจัยที่มีความเสี่ยงจะตอ้งตัง้เกณฑก์ารยุตเิป็น
รายบุคคล (withdrawal criteria) และเกณฑก์ารยุติทัง้โครงการ (termination 

criteria)
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การพิทักษสิ์ทธิและสวัสดิภาพของผู้เข้าร่วมวิจัย
▪ ความปลอดภัยส าหรบัผูท่ี้จะเขา้รว่มวจิัย 

▪ การตัง้เกณฑก์ารคัดเลอืกผูเ้ขา้รว่มวจิัย และ เกณฑยุ์ติการวจิัยทัง้รายบุคคลและทัง้โครงการ

▪ หากจะเป็นตอ้งรบั vulnerable subjects เขา้รว่มวจิัย จะตอ้งเพิม่การดูแลอย่างไร เช่น การขออนุญาต
ผู้ปกครอง/ผู้แทนโดยชอบธรรม

▪ กระบวนการเชญิชวนและใหข้อ้มลูเพือ่ขอความยนิยอมใหเ้ขา้ร่วมวจิัย

▪ ใครเป็นผู้ท าหน้าที่

▪ วธิีการ/เวลาและสถานที ่(กาละเทศะ)

▪ ความรบัผดิชอบต่อเหตกุารณไ์มพ่งึประสงคร์ะหวา่งเขา้รว่มวจิัย
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กระบวนการใหข้อ้มลูเพือ่ขอความยินยอมเข้าร่วมวิจัย

ผู้ด าเนินการ - ไม่ควรมีสถานภาพทีต้่องพึ่งพิง

PI

Trained 
personnel

กาละเทศะ – ไม่เร่งรัด รีบร้อน ใหโ้อกาสซักถาม ปรึกษา  

สถานการณ์

สถานที่

Vulnerable subject

วิธีการส าหรับ 
subject

ผู้แทนโดยชอบธรรม/
ผู้ปกครอง

ก่อนวิจยั ระหว่างวิจยั เสร็จสิน้วิจยั

Amend, AE
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Modification & Waiver of consent



Exceptional conditions in consent

Waiver of informed 
consent 

Waiver of the 
requirement of a 
signed consent

Research from 
stored data:-Broad 
consent/ informed 

opt-out 

Modifying the 
informed consent 

process
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Waiving or modifying  
informed consent 

requires justification, 
and must in all cases be 
explicitly approved by 

a research ethics 
committee.

• withholding 
information to 
maintain the 
scientific validity 

• actively deceiving



Modifications and waivers of informed consent

▪ A research ethics committee may approve a modification or 
waiver of informed consent to research if:

▪the research would not be feasible or practicable to carry 
out without the waiver or modification;

▪the research has important social value; and

▪the research poses no more than minimal risks to 
participants.
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Waiver of the requirement of a signed consent 

A signed consent 
form might pose 

a risk to the 
participant

Signed consent is 
the only 

document link to 
the participant

Give the 
participant an 

information 
sheet without 

signature 

MU CERIF 22



CIOMS guidelines -Collection, storage and use  
Guideline 11: biologic material and related data
Guideline 12 Data in health-related research

Biobank/Databank

Left- over specimen

From routine 
clinical service

From
previous research

Direct donation 
to bank
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Previous research 
consent

Broad consent

institutions must have a 
governance system to 
obtain authorization for 
future use of these 
specimen & dataBroad 

consent or
informed 
opt-out

Human 
subjests

Recipient 
Research 

institute & 
Researchers

Material Transfer Agreement 
(MTA), 

Data Sharing Agreement (DSA)



Stored left over biospecimen after clinical diagnosis or treatment 
(so-called residual tissue) for future research

Broad consent

-the range of future uses 

-the conditions and duration of storage;

-who will manage access to the materials; 

-the foreseeable uses of the materials, 

-the intended goal of such use, whether only 
for research, basic or applied, or also for 
commercial purposes,

-the possibility of unsolicited findings and how 
they will be dealt with. 

▪ An informed opt-out procedure = the material 

is stored and used for research unless the 

person from whom it originates explicitly 

objects

▪ The informed opt-out procedure has to fulfill 
the following conditions: 

1) patients need to be  aware of its existence; 

2) sufficient information needs to be provided; 

3) patients need to be  told that they can 
withdraw their data; and 

4) a genuine possibility to object has to be 
offered.

Consent An informed opt-out procedure 
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Withholding information & Deception 



Modifying the informed consent process by 
withholding information 

Data collection Data analysis

1. Consent to 
remain 

uninformed

2. Provide the withheld information and 
given the chance to withdraw collected data 

monitor subjects’ compliance
might modify their behavior and hence 

invalidate results

or
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Actively deceiving participants to study attitudes and 
behavior

Active 
deception

no other 
method 

significant 
social value

not more 
than 

minimal risk

“Debriefing” 
upon 

completion

Refuse to use 
collected data 

Allow 
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การพิทักษสิ์ทธิและสวัสดิภาพของผู้เข้าร่วมวิจัย

▪ การรักษำควำมลับและไม่ล่วงละเมิดควำมเป็นส่วนตวัของผูเ้ขา้รว่มวิจยั

▪ การดแูลผูเ้ขา้รว่มวิจัยเกลุม่ต่างๆ ใหไ้ด้รับประโยชน์จำกกำรวิจัยเท่ำเทยีมกัน 
โดยเฉพาะกลุม่เปรยีบเทียบ

▪ แจ้งผลการวิจัยใหท้ราบ

▪ การเขา้ถึงผลติภณัฑท่ี์เกิดขึน้จากการวิจัย

▪ การตอบแทนชุมชนซึ่งเป็นสถานทีวิ่จัย

▪ การเผยแพร่ผลการวิจัยสู่สาธารณะ
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Investigators’ 
duties 



Applying the Belmont report

Propose 
research

Recruitment & 
informed 

consent process

Conduct 
research
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Respect for person

- Beneficence &  
Non maleficence
- Justice

- Comply with 
approved protocol

Ethical 
approval

-Protocol amendment
-Progress report
-Adverse event report
-Closeout report



Follow up report

▪ Annual progress report 

▪ Final summary/closeout report

▪ Protocol amendment

▪ Protocol deviation report 

▪ Adverse events report
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Thank you
QUESTIONS?
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