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Meet The Team.

Dr. Lee Keng Yee.

Dr. Brian Carter
Dr. Stephanie Kurkora. '-*

National Institute of Health, Malavsia.
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Background. VISEC

> The Medical Research and Ethics
Committee (MREC) was established in

2002.
» Provides independent guidance on advice

_mmﬂm__

RN g and decision on ethical issues of health
—‘ﬁm — research in the Ministry of Health (MOH).

——vLa——

"i“_ "'"""‘ > Continuous review of methods and
e T i F% materials to be used in obtaining and
documenting consent of the human

research subjects.

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

Evaluatlog %@;nt Form for Children/Minors Used for
Researchiin ?h inistry of Health, Malaysia



Agency & IRB/EC Responsibilities. VISEC

Review and approve
research protocols
involving minors.

Determine whether

children in the study are . |

capable of providing Ensure adequate

assent and if so confirm provisions are made for
adequate provisions are S— soliciting the permission
made for soliciting their of each child’s parents
assent. or guardian.

9/12/2024




Ethics Relating to Children in Research.

I KNOW "ll-- =
THIS CAN BE aur rfu.t.
CONFUSING.  gememeer, lNFgRIﬁg‘ﬁON

TO ASK ANY
QUESTIONS.

YOU HAVE A WHOLE
......... \ ! TEAM IF YOU NEED i Con Bie

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



Legal Framework in Malaysia VISEC

OF
MALAYSIA
B e————

* Malaysian Child Act 2001 |
emphasizes the protection and 2&1#23():’1&2001
rights of children. REGULATIONS

* Healthcare decisions for minors
are typically made by parents or (AS AT 107 OCTOBER 2022)
guardians under Malaysian law.

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

decisions @ .
ILBS International Law Book Services

Evaluation of Assent Form for Children/Minors Used for
Research iy theMinistry of Health, Malaysia




Parental Permission and Pediatric Assent I% =(O]

* [CH-GCP EG6: 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

CFR - Code of Federal Regulations Title 21

Evaluation of Assent Form for Children/Minors Used for R R )
Lepola P, Needham A, Mendum J, et al. Informed consent for paediatric clinical trials in Europe. Archives of

Researchigyibpigsystiyofibiealt;Malaysia Disease in Childhood 2016:101:1017-1025




Medical Research Ethics Committee

The research might not equally well be carried =
out with adults B L

for Biqmedical Research
The purpose of the research is to obtain involving Human Subjects
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.

Evaluation of Assent Form for Children/Minors Used for
Research iy theMinistry of Health, Malaysia
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Assent

Versus

WVREC

C O n S e n t Medical Research Ethics Committee

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

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

Willingness to participate in a
study

Not a legally binding
permission

9/12/2024

Giving permission to be
involved in an activity

Obtained from adults (people
above the legal age)

Legally entered agreement for
a subject to participate in a
stud

Legally binding permission




Assent. Wlu 1 iq

Research Ethics Committ

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

Child’s affirmative agreement 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.

Written assent is using a physical document.

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

Evaluatlog %@fnt Form for Children/Minors Used for
Researchiin ?h inistry of Health, Malaysia



Components of an effective assent form.

. 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.




Age- specific Considerations.

"Young Children Adolescents
(712 yoars) (13-17 years):

Simplified language Detailed plescrlptlons opportunities
for questions focus on autonomy.
Engaging visuals , , ,
Tailored discussions for

Short explanations. understandlng vgrylng cognitive and
L emotional maturity.




Challenges

Simplicity Completeness

Ensuring voluntary participation in hierarchical family
structures




Current Assent Check-list.

2. Assent For Minors

2.1 1s language used in the assent form clear and age appropriate?

2.2 Is there clear and brief information on the purpose of the study?

2.3 Is there clear and brief information on the investigational product / device / process?

2.4 |s there clear and brief information on the expected risk and discomfort?

2.5 Is there clear statement that participation is voluntary?

9/12/2024

Complete

Complete

Complete

Complete

Complete




Aim of the audit. W‘B*]

G OA l * 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
Researchin ?ﬁ%%ﬁ%%ry of Health, Malaysia




Objectives. VISEC

Primary Objective

—

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

concordance with the requirement.
Secondary Objective

ey e

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

Evaluatlog/g?fa?gﬁnt Form for Children/Minors Used for

Researchiin Ahistry of Health, Malaysia




o \/|®
Audit Measures and Standards. VIsEC

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

R,J:;“U World Health Research Ethics Review Committee
W& Organization | (WHO ERC)
20, AVENUE APPLA — CH-1211 GENEVA 27 — SWITZERLAND — HTTP//\WWW.WHO.INTIETHICS/REVIEW-COMMITTEE \»
Informed Assent Form Template for
Children/Minors -
'&u&‘.- —
—

Evaluation of A/ssent Form for Children/Minors Used for
. 9/ 1212024 : 21
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Stakeholders and Involvement.

Audit discussed with secretariat MREC.

Audit approved & registered with Ministry of
Health, Malaysia.

Evaluationgc/) Form for Children/Minors Used for
Rese h in the s i



Data oal Data Collection Sheet V1.0 6™ December 2023
St form f I | f
Assent form for pre-adolescent or young adult (12-16 years of age). ‘ ‘
dilin) e
YES NO NAD
— 4 4 . Medical Research Ethics Committee
2 8 Study title
Mlm Name of Principle Investigator, Name of organization, name of
P B E
sponsor, name of project and version.
F Introduction
Asse Purpose
F Choice of participants
Participation is voluntary
| Information on the Trial Drug
Part g Procedures: What is going to happen to me?
Risk: Is this bad or dangerous for me?
- S | Discomforts: Will it hurt?
.SIUd Benefits
Nan | Reimbursement.
) d Confidentiality
y 5[’0” | Compensation
| Sub A | Sharing the Findings
{ ‘ D : Right to Refuse or Withdraw
o y €S Who to contact?
a / - - = - - -
J/ Pu
s Part 2: Certificate of Assent
B Te
, ne [ves |no [ nNaD
Iesey r Introduction
Risk S Agreement to take part in research
' Disagreement to take part in research
reses Name of the child printed
V
Ben Signature of the child
e If illiterate | | o
reses g Statement that of witness that accurate reading of assent form to )ta I n e d fro I l l 1 50
Ens the child and the consent is given freely.
Re Pl Thumb print of participant
£ Name of witness 1t forms that were §
()p(' Signature of witness '
Dis A Date ‘ ‘ S D b | g
1 Statement that the researcher has witnessed the accurate reading | | > e n e C e I I I e r \‘ A
Pro Name of researcher A g
Ass A Signature of researcher -
ASSY
rete Date
Sig Statement by researcher or person taking consent that child
understands
( Dat Name of researcher/ person taking the assent
Signature of researcher/ person taking the assent
Evaluation of Ass C— Date

Research i/ téMitvistry of Health, M



Readability Test. WVEEC

Medical Research Ethics Committee

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

They can help ensure that content

is understandable by the target
audience.

2
to read a passage of text easily. ' ’
»
For the general public, the text ﬁ
should reflect a readability about 8th hL

grade. Solnyshkina, Marina & Zamaletdinov, Radif & Gorodetskaya, L.A. & Gabitov, A.l.. (2017). Evaluating Text

Complexity and Flesch-Kincaid Grade Level. Journal of Social Studies Education Research. 8. 238-248.
Evaluation of Assent Form for Children/Minors Used for

' ' ' https://files.eric.ed.gov/fulltext/EJ1162266.pdf
Research ifi/the Ministry of Health, Malaysia https://uxmastery.com/readability-tests-magic-formula-or-recipe-for-disaster/

The score roughly estimates the level of
education someone would need in order ,,,,,,.m’




Readability Test. VISEC

Flesch Kincaid Reading Ease and

Grade Level Gunning Fog Index
P Fog Index ‘ Reading Level By Grade
Words
per

sentence Sixth grade

90-100 5
80-90 6
70-80 7

6070 | 89 ||
50-60 || 10-12 || High School Sophomore

Seventh grade
Eight grade
High School Freshman

30-50 College

0-30 College
Grad

High School Junior

High School Senior

£|11istry of Health, Malaysia

i i /Mi f
Evaluatlog/?fa?és(iznt Form for Children/Minors Used for

Research’in



Readability Test. VISEC

Simple Measure of Gobbledygook” -
(SMOG) Index. Coleman Liau

Word Count

(for longer
materials) < 6" grade

7th grade

8th grade

High school freshman

High school sophomore

High school junior

High school senior

College freshman

College sophomore

£|11istry of Health, Malaysia

Evaluatio&gr%?zs(ifnt Form for Children/Minors Used for
e Mi

Research’in



RESULTS



Age Groups for Information Sheet and Assent.

* 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.

I ounger Children (7-12 years old)
BN Older Children and Teenagers

Evaluatiog/g?f '/AZS Et Form for Children/Minors Used for _ Not Specific 08
Resea h in the Mini N0f Health alavysia




Flesch Kincaid Reading Ease for all age Y
groups. IVISEC

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.

B Younger Children

BN Older Children and Teenagers
B College

valuatlog/? 4 29
nls == [] [) [) () =169 [} 1l s




Flesch Kincaid Reading Ease

Younger Children

Younger Older

College

Children Children Students

Evaluatlog %@;nt Form for Children/Minors Used for
Researchiin ?h inistry of Health, Malaysia

Older Children

Younger Older
Children Children

College

WVIREC

Medical Research Ethics Committee

Others

Younger Older
Children Children

College

https://www.vectorstock.com/teen-girl-not-giving-consent-saying-no-cartoon-vector-4318630(

https://www.freepik.com/free-photos-vectors/child-

https://www.vizcares.com/?ggc

onsent/13

=1278824




Gunning Fog Score.

ViR C

Medical Research Ethics Committee

Gunning Fog For All Age Groups

Gunning Fog for younger
children

B Younger Children

Older Children and Teenagers
College




VR
SMOG Index VREC

B Younger Children

Older Children and Teenagers
College 32




Coleman Liau

WVREC

Medical Research Ethics Committee

Coleman Liau For All Age
Groups.

Coleman Liau for
younger children

B Younger Children

- Older Children and Teenagers
College -




Completeness of Information in PIS.

Study Title
Name of PI, Organization and
Sponsor

Introduction
Purpose of Research

Payment or Reimburseme n i T
Right to refuse = 17

Right to Withdravv IR "

Privacy & Confidentiality

Whom to Contact

9/12/2024 34
0 20 40 60 80 100 120 140




Completeness of Certificate of Assent Form

Introduction
Agreement to take part in research
Disagreement to take part in research

Name the child printed
Signature of the child

Provision of illiterate section. I
If illiterate — statement of accurate reading g
If illiterate — thumbprint |
If illiterate — Name of witness
If illiterate - signature of withess
If illiterate - date

atement researcher witnessed accurate reading:NameR
Statement witnessed accurate reading: Signaturem
Statement researcher witnessed accurate reading: Datem
Statement researcher that child understands.EEE
Statement by researcher child understands: Name

Statement by researcher child understands: Signature

9/§}EMent by researcher child understands: ID M




Completeness of Assent Form VISEC

Provision of illiterate section. IE
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 PR

Statement researcher witnessed accurate mdlnq: S|gmm
Statement researcher witnessed accurate reading: Da e [ —

Evaluatio %—, nt Form for Children/Minors Used for
e

Researchiin %istry of Health, Malaysia
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m Medical Research Ethics Committee

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.

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

‘rlﬂstry of Health, Malaysia

Evaluatlog/g?fa?gﬁnt Form for Children/Minors Used for

Research’in



Limitations. VIREC

Medical Research Ethics Committee

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

Evaluatlog/g?fa?gﬁdr}t Form for Children/Minors Used for

Researchiin nistry of Health, Malaysia



Conclusion. Vs C

Medical Research Ethics Committee

The assent information sheets and assent forms
should be improved to ensure completeness. Itis
iImportant 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.

£|11istry of Health, Malaysia

Evaluatiog/g?%?iifnt Form for Children/Minors Used for
e Mi

Research’in



Recommendation. ViREC

Medical Research Ethics Committee

* 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.

valuation of Assent Form for Children/Minors Used for
Research in the Mifistty of Health, Malaysia
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