Informed Consent Form (English)

Research Title: The Effects of Eurycoma Longifolia Water Extract (Physta®) on Well-Being of Peri
and Postmenopausal Women: A Randomized, Double-Blinded, Placebo Controlled, Parallel Group
Study

e have read the information in the Patient Information Sheet including information
regarding the risk in this study

e have been given time to think about it and all of my questions have been answered
to my satisfaction.

e understand that | may freely choose to withdraw from this study at anytime without
reason and without repercussion

understand that my anonymity will be ensured in the write-up.

| voluntarily agree to be part of this research study, to follow the study procedures, and to provide
necessary information to the doctor, nurses, or other staff members, as requested.

(Signature) (Date)
Witness (if any) Researcher
Name: Name:

IC Number IC Number

Date Date



Patient Information Sheet

Research title:
A randomized, double-blind, and placebo-controlled study to investigate the effects of Eurycoma
longifolia water extract (Physta®) on overall well-being of peri and postmenopausal women.

Introduction:
You are invited to participate in a research study. Prior to participating, it is important that you
take time to read and understand the information in this information sheet.

Purpose of the study:

The aim of this study is to evaluate the effects of consuming Tongkat Ali as daily dietary
supplement on elevating the overall well-being and quality of life among pre and
postmenopausal women.

What will the study involve?

This study requires you to take either Physta® extract dose 1, Physta® extract dose 2 or placebo
(a substance that has no therapeutic effect, used as a control). Once registered for the study, the
eligible subjects will undergo a simple randomization to determine group allocation. The study
duration is 12 weeks. In this study, several assessments will be conducted at the screening level,
week 6 and week 12. Other assessments that will be conducted in this study includes commercial
blood test, hormones profiling, oxidative stress biomarker analysis, inflammatory biomarker
analysis, urine test and food quality index. In addition, several questionnaire forms will be used
to assess menopausal symptoms and mood status.

Risks:

The benefits you will receive if you participate in this study may not be direct. The study
supplement given has the potential to provide energy to the study subjects who received this
supplement.

Benefits:

You may or may not experience side effects. Side effects may include a decreased blood cortisol
level, medication discontinuation syndrome, weight gain and gastrointestinal symptoms. If this
happens, you should notify the researcher immediately of any side effects experienced by you
by calling the phone number listed below.

Do you have to take part?

Participation in this study is voluntary. If you agree to take part, then you will be asked to sign
the “Informed Consent Form”. You will be given a copy of the form and this Information Sheet.
Should you decide to participate, you can still withdraw from the study without penalty. Your
data will not be used and will be discarded. The researcher may also remove you from the study
for a variety of reason. In this event, you will not be penalized or lose your rights as a patient.



Data & confidentiality:

The data from this study will be made into a report which may be published. Access to the data
is only by the research team and the REC UKM. The data will be reported in a collective manner
with no reference to an individual. Hence your identity will be kept confidential.

Payment & compensation:

You do not have to pay to participate in this. This study will be conducted with a sponsorship
from Biotropics Berhad. If you develop complications related to the study, then you will be
compensated accordingly by the sponsor, Biotropics Berhad or UKM.

Who can | ask about the study?
If you have any questions, you can direct them to the research team. You can also contact the
following researcher for clarifications.

Dr Hanis Mastura Yahya

Program Sains Pemakanan

Fakulti Sains Kesihatan

Universiti Kebangsaan Malaysia

Jalan Raja Muda Abdul Aziz 50300, Kuala Lumpur
Email: hanis.yahya@ukm.edu.my

Subashini Muniandy

Fakulti Sains Kesihatan

Universiti Kebangsaan Malaysia
Jalan Raja Muda Abdul Aziz

50300, Kuala Lumpur

Email: P116472@siswa.ukm.edu.my
Telefon No: 0165191756



