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Malaysian Population
Bumiputera - 68%
Chinese- 23.4%
Indians- 7%.          Others- 1% 

Dual Legal System
Sharia court – rule on religious and family issues
Secular court – broader population
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Background.
➢ The Medical Research and Ethics 

Committee (MREC) was established in 
2002. 

➢ Provides independent guidance on advice 
and decision on ethical issues of health 
research in the Ministry of Health (MOH).

➢ Safe -guard the rights, safety and 
well - being of human research 
volunteers. 

➢ Continuous review of methods and 
materials to be used in obtaining and 
documenting consent of the human 
research subjects.
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Agency & IRB/EC Responsibilities.

3

Determine whether 
children in the study are 
capable of providing 
assent and if so confirm 
adequate provisions are 
made for soliciting their
assent.

2 Ensure adequate 
provisions are made for 
soliciting the permission 
of each child’s parents 
or guardian.

1

Review and approve 
research protocols 
involving minors.
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Ethics Relating to Children in Research.

https://care.choc.org/kazaam-comic-assent-earns-kudos-as-tool-for-young-patients-to-better-grasp-research-studies/9/12/2024 9



Objectives of the Audit

• Malaysian Child Act 2001 
emphasizes the protection and 
rights of children.

• Healthcare decisions for minors 
are typically made by parents or 
guardians under Malaysian law.

• The Malaysian Medical Council 
(MMC) outlines ethical principles 
for involving minors in healthcare 
decisions

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Legal Framework in Malaysia
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Objectives of the Audit

• ICH-GCP E6: Guideline for Good Clinical Practice
• ISO 14155 Parts 1 and 2
United States
- 45 CFR Part 46 – Protection of Human Subjects
-21 CFR Part 50-Protection of Human Subjects
-21 CFR Part 56- Institutional Review Boards
Europe
• Convention on Human Rights and Biomedicine (the Oviedo Convention)
• European Directive 2001/20/EC/ , Paediatric Regulation1901/2006
• Local Laws and Regulations

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Parental Permission and Pediatric Assent

CFR - Code of Federal Regulations Title 21

Lepola P, Needham A, Mendum J, et al. Informed consent for paediatric clinical trials in Europe. Archives of 
Disease in Childhood 2016;101:1017-10259/12/2024 11



Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

CIOMS Guideline 14
The research might not equally well be carried 
out with adults

The purpose of the research is to obtain 
knowledge relevant to health needs of children.

A parent or legal representative of each child 
has given permission (consent)

The agreement (assent) of each child has been 
obtained to the extent of the child’s capabilities

A child’s refusal to participate or continue in the 
research will be respected.

1

2

3

4

5
COUNCIL FOR INTERNATIONAL ORGANIZATIONS OF MEDICAL SCIENCES9/12/2024 12



Agreement with something, a request 
or to participate in an activity

Willingness to participate in a 
study

t

Obtained from people who are 
not of legal age to give consent

Not a legally binding 
permission

Legally entered agreement for 
a subject to participate in a 
study

Legally binding permission.

Giving permission to be 
involved in an activity

Obtained from adults (people 
above the legal age)

Assent                 versus           Consent
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Objectives of the Audit

Child’s affirmative agreement to participate in research.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Assent.

“Agreement by an individual not competent to give 
legally valid informed consent to participate in research”.

Assent form gives the child an opportunity to decide if they 
want to take part and to decline if they are not 
interested. 

The IRB presumes that minors ages 7 and older should 
be given an opportunity to provide assent. 

Written assent is using a physical document.

1

2

3

4

5
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1 Clear, age-appropriate language.

2 Explanation of the procedure or research

3 Description of potential risks and benefits

4 Assurance of voluntary participation

5 Option to withdraw without consequences.

List of 5 PointsComponents of an effective assent form.



Age- specific Considerations.

Young Children 
(7–12 years): 

Simplified language

Engaging visuals  

Short explanations.

Adolescents 
(13–17 years): 

Detailed descriptions opportunities 
for questions focus on autonomy.

 Tailored discussions for 
understanding varying cognitive and      
emotional maturity.



Challenges

Simplicity Completeness

• 

Ensuring voluntary participation in hierarchical family 
structures



9/12/2024 18

Current Assent  Check-list.



GOAL • Percentage of assent 
documents fulfilling 
the MREC’s 
requirement.

• The Flesch-Kincaid 
readability scores of 
the assent 
documents.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Aim of the audit.

9/12/2024 19



Objectives of the Audit

Primary Objective

Evaluate the assent forms submitted 
to MREC (Medical Research and 
Ethics Committee) on their 
concordance with the requirement.

Secondary Objective

To evaluate the Flesch-Kincaid 
readability scores of the assent 
documents submitted to MREC.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Objectives.
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World Health Organization (WHO)
Informed Assent Form Template for 
Children/Minors.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Audit Measures and Standards.
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Audit approved & registered with Ministry of 
Health, Malaysia.

Audit discussed with secretariat MREC.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Stakeholders and Involvement.
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The data for this study was obtained from 150 
information sheets and assent forms that were 
submitted to the MREC between December 
2019 and March 2024.

Data was collected using an audit data 
collection sheet which was developed.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Methodology.
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Objectives of the Audit

They can help ensure that content 
is understandable by the target 
audience.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Readability Test.

The tests measure “how easy it is 
to understand a text”.

For the general public, the text 
should reflect a readability about 8th 

grade.

The score roughly estimates the level of 
education someone would need in order 
to read a passage of text easily.

1

2

3

4

https://uxmastery.com/readability-tests-magic-formula-or-recipe-for-disaster/
https://files.eric.ed.gov/fulltext/EJ1162266.pdf

Solnyshkina, Marina & Zamaletdinov, Radif & Gorodetskaya, L.A. & Gabitov, A.I.. (2017). Evaluating Text 
Complexity and Flesch-Kincaid Grade Level. Journal of Social Studies Education Research. 8. 238-248. 
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Readability Test.

Score Grade Average 
Words 
per 
sentence

Score

90-100 5 8 123

80-90 6 11 131

70-80 7 14 139

60-70 8-9 17 147

50-60 10-12 21 155

30-50 College 25 167

0-30 College 
Grad

29 192

Flesch Kincaid Reading Ease and 
Grade Level

Fog Index

6

7

8

9

10

11

12

Reading Level By Grade

Sixth grade

Seventh grade

Eight grade

High School Freshman

High School Sophomore

High School Junior

High School Senior

Gunning Fog Index
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Readability Test.
Simple Measure of Gobbledygook” 
(SMOG) Index.

Coleman Liau

Word Count
(for longer 
materials) 

0-2

3-6

7-12

13-20

21-30

31-42

43-56

Grade 
Level

4

5

6

7

8

9

10

Index 
Score

< 6

7

8

9

10

11

12

13

14

Grade

6th grade

7th grade

8th grade

High school freshman

High school sophomore

High school junior

High school senior

College freshman

College sophomore
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RESULTS
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Age Groups for Information Sheet and Assent.

55%33%

12%
• More than half of the assent forms 

were for  younger children.
• About 1/3 of the assent forms were 

for older children and teenagers.
• A small proportion had no specific 

age group.

Younger Children (7-12 years old)
Older Children and Teenagers
Not Specific

(82)
(50)

(18)

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia9/12/2024 28



Flesch Kincaid Reading Ease for all age 
groups.

41%
51%

8%
• Most of the assent forms had a 

reading ease for older children and 
teenagers.

• There was a small percentage, 
whereby the reading was meant for 
college students.

(62)
(76)

(12)

Younger Children
Older Children and Teenagers
CollegeEvaluation of Assent Form for Children/Minors Used for 

Research in the Ministry of Health, Malaysia9/12/2024 29



Objectives of the AuditFlesch Kincaid Reading Ease

Others

39% 50% 11%

https://www.vizcares.com/?ggcid=1278824
https://www.freepik.com/free-photos-vectors/child-consent/13

https://www.vectorstock.com/teen-girl-not-giving-consent-saying-no-cartoon-vector-43186300
Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Younger Children

53% 43% 4%
Younger 
Children

Older 
Children

College 
Students

Older Children

22% 64% 14%
Younger 
Children

Older 
Children

College Younger 
Children

Older 
Children

College
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Gunning Fog Score.

38%

60%

2%

Gunning Fog for younger 
children

51% 49%

Gunning Fog  For All Age Groups

(90)

(57)

Younger Children
Older Children and Teenagers
College

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

(3)
2%
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SMOG Index

70%

29% 1%
(43)

(105)

Younger Children
Older Children and Teenagers
College

SMOG Index  For All Age Groups SMOG Index for younger 
children

62% 38%

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

(2)
1%
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Coleman Liau 

21%

75%

4%
(7) (31)

(112)

Younger Children
Older Children and Teenagers
College

Coleman Liau  For All Age 
Groups.

Coleman Liau for 
younger children

6% 92% 2%

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia9/12/2024 33



Completeness of Information in PIS.

101

68

112

133

44

113

115

124

123

133

61

117

49

82

38

17

106

37

35

26

27

17

89

33

0 20 40 60 80 100 120 140

Study Title

Name of PI, Organization and 
Sponsor

Introduction

Purpose of Research

Study Procedures

Risk

Benefit

Payment or Reimbursement

Right to refuse

Right to Withdraw

Privacy & Confidentiality

Whom to Contact
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Objectives of the AuditCompleteness of Certificate of Assent Form

79

131

128

127

13

4

4

4

3

19

19

19

1

2

7

67

87

134

24

95

26

71

19

22

23

137

146

146

146

147

131

131

131

149

148

143

83

63

16

126

55

124

0 20 40 60 80 100 120 140 160

Disagreement to take part in research

Name the child printed

Signature of the child

Identification Number

Provision of illiterate section.
If illiterate – statement of accurate reading

If illiterate – thumbprint

If illiterate – Name of witness

If illiterate – signature of witness

If illiterate – date

Statement researcher witnessed accurate reading

Statement researcher witnessed accurate reading:Name

Statement  witnessed accurate reading: Signature

Statement researcher witnessed accurate reading: Date

Statement researcher  that child understands. 

Statement by researcher child understands: Name 

Statement by researcher child understands: Date 

Statement by researcher child understands: Signature 

Statement by researcher child understands: ID 

Introduction

Agreement to take part in research
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Completeness of Assent Form
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DISCUSSION
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Discussion.

3. This may be because the ethics committee members review the information
     sheets, which can be subjective. Therefore, it is important to pay more
     attention to ensure that the language used in the information sheets
      is appropriate for the intended age group.

1. Most of the requirements met with a score of 80% or higher.  However, there still 
lacks information in some of the assent forms. This issue should be addressed 
when ethics committee assess information sheet for children.

2. Generally, the language used in the information sheets may not be appropriate for
     the age group it is intended for. This could potentially impact the effectiveness of
    both the information sheet and the assent form in research.

9/12/2024 38



Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Limitations.

This study is not able to demonstrate the appropriateness of the 
information sheet according to the local standards as we compared it to 
the international standards in this study. 
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Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia

Conclusion.

The assent information sheets and assent forms 
should be improved to ensure completeness. It is 
important to pay more attention to the language 
used in the documents to make sure it is age-
appropriate.

Further studies may be conducted in the 
future to determine whether the consent 
documents have been improved in terms of 
their language appropriateness and the 
completeness of the information provided.
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Recommendation

Evaluation of Assent Form for Children/Minors Used for Research in the Ministry of Health, Malaysia

Recommendation.

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia9/12/2024 41

• Ethics committee to use separate 
checklist for children when 
assessing assent documents.

• To provide template of assent documents 
to researchers as a guide so that they do 
not miss out information or use language 
that is inappropriate to age.



Objectives of the Audit

Evaluation of Assent Form for Children/Minors Used for 
Research in the Ministry of Health, Malaysia
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