Appendix 1
Table 1: Operational definition for dependent variables
	Variables
	Operational Definition
	Scale of measurement

	Human Immunodeficiency Virus

	A diagnosis confirm by a series of few  different assays which are usually Rapid Diagnostic Test (RDTs) followed by Enzyme Immunoassays (EIAs)
	Categorical (nominal)
Yes or No

	HBV (Hepatitis B Virus)-HIV coinfection
	Diagnosed when  positive  Hep B s Ag (HbsAg) and Anti-Hep Bs (HbsAb), consider for testing for Anti-hep b core antibody (HBc Ab total ) if Hep Bs Ag negative and liver function test abnormal
	Categorical (nominal)
Yes or No

	Hepatitis C (HCV)-HIV Coinfection
	Diagnostic should be when anti-HCV are detected ,the presence of HCV RNA or alternatively HCV core antigen( if HCV RNA assays are not available and /not affordable) in serum or plasma.
Currently Malaysia using RDT SD Bioline by finger prick or venous whole blood sample
	Categorical (nominal)
Yes or No






Table 2: Operational definition of independent variables  
	Variables
	Operational Definition
	Scale of measurement

	Age 
	Age of respondent during HIV diagnosis
	Numerical (continuous data ) then will be categorized into 20-29,30-39 ,40-49,>51 years old. [68]


	CD4 level 
	CD4+ T helper cells are white blood cells that are an essential part of the human immune system, CD4 level. Which HIV virus kills. When the CD4 count drops below 200, a person is diagnosed with AIDS. 
	Numerical (continuous data ) then will be categorized into , <199, 200-349 (cells/mm3) ,>350 (cells/mm3) according to WHO clinical stage of HIV-infected 	patients (WHO,2007)




	Race 
 
	Respondent’s ethnicity
	Categorical (nominal) 
Malay,Chinese,others

	Gender 
	Respondent’s sex
	Categorical (nomimal )
Male or female

	Marital status
 
	Respondent’s marital status
	Categorical (nominal)
Single,Married,divorce

	Modes of transmission
 
	How respondent’s acquired HIV
	Categorical (nominal) 
IVDU,Heteroseksual,Biseksual,Homoseksual in descriptive part but further classified into either sexual transmission and IVDU in analysis part

	Occupation
 
	Occupation of respondent
	Categorical (nominal) 
Professional
Non professional
Student

	Type of facilities 
 
	Where patient seek for treatment
	Categorical (nominal) 
Klinik Kesihatan ,Hospital 

	Source of case 
	From which screening program did the patient knew their HIV status 
	Categorical (nominal) 
1)General Population screening (Blood Donation screening ,Prevention Mother To Child Transmission screening, Preweding screening)
2) Voluntary screening( Medical check up and  Voluntary Counseling Testing)
3)Diagnostic screening(Advice by doctor)
4)High Risk screening(Prison and Methadone program) 
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Date: 20-February-2020

DR SITI AISHAH BINTI ABAS
UNIVERSITY TEKNOLOGI MARA (UITM) - SUNGAI BULOH CAMPUS

Dear Sirf Mam,

ETHICS INITIAL APPROVAL: NMRR-18-3803-52335 (IR)
VIRAL HEPATITIS-HIV CO-INFECTION AND THER ASSOCIATED FACTORS IN NEGERI
SEMBILAN - A CROSS SECTIONAL STUDY FROM HIV CASE REGISTRY

This letter is made n reference o the above matte.

2. The Medical Research and Ethics Comittes (MREC), Ministry of Health Malaysia (MOH) has.
provided ethical approval or this study. Please take note that allrecords and data are to be kept
strictly CONFIDENTIAL and can only be used for the purpose of this study. All precautions are fo
be taken to maintain data confidentiality. Permission from the District Health Offcer / Hospital
‘Adminisrator / Hospital Director and all relevant heads of depariments | nits where the study wil
be carried out must be obtained prior tothe study. You are required to follow and comply with their
Gecision and al other relevant regulations, inciuding the Access {o Biokogical and Benefit Sharing
Act2017.

3. The investigators and study sies involved in this study are:

JABATAN KESIHATAN NEGERI SEMBILAN
Br Ahmad Taufk 5in Jami
Dr Sif Aishah Bint Abas (Penyelicik Utama)

4. The folowing study documents have been received and reviewed with reference to the above.
study:

Documents received and reviewed with reference (o the above study:

1. Study Protocol_version._?, dated 11-02.2020

2. Study Ciinical Report Form (CRF)/ Data Collection Form Version_1, dated 1.01-2020

3. Investigators documents: Declaration of Confic of Inerest (COI), 1A-HOD-IA, and CV:
a) Dr Ahmad Taufik Bin Jamil
b) Dr Sit Aishah Bint Abas (Penyeldik Utama)

5. Please note that etical approvalis vald until 19-February-2021. The following are to be reported
‘upon receing ethical approval. Required forms can be obtained from the Medical Research Etics
Committee (MREC) website (http://www.nih.gov.my/mrec)

L Continuing Review Form has to be submited to MREC within 2 month (0 days) prir to the
‘expiry of ethical approval.

Study Final Report upon study completon to the MREC.

Ethical approval s requied in the case of amendments / changes to the study documents!

study sites! study team. MREC reserves the right to withdraw ethical approval if changes to

study documents are not compietely declared
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6. This study involves the following methods:

Retrospective
Secondary data

7. Please take note that the reference number for this letter must be stated in all correspondence
related to this study to facilitate the process.

Comments (if any): Nil

Project Sites:
JABATAN KESIHATAN NEGERI SEMBILAN

Decision by Medical Research & Ethics Committee:
(V') Approved
() Disapproved

Date of Approval : 20-February-2020 . e
DRAAJH SALINA ABDUL AZIZ
Chairperson
Medical Research & Ethics Committee
Ministry of Health Malaysia
MMC No: 27117

s.k. HRRC Hospital Tuanku Jaafar, Negeri Sembilan
ZUZIApprova2019IMrecshare
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Prof. Madya Dr.Zaliha lsmail

Ketua Jabatan, Pensyarah Perubatan dan Pakar Perubatan Kesihatan Awam
Jabatan Perubatan Kesinatan Awam

Fakulti Perubatan, UiTM

Kampus Sungai Buloh, Selangor.

Y.Brs. Prof,

PERMOHONAN KEBENARAN PENGGUNAAN DATA RETEN ARV LINELISTING
DI JABATAN KESIHATAN NEGERI, NEGERI SEMBILAN UNTUK
PENYELIDIKAN.

Dengan segala hormainya merujuk kepada perkara di atas dan surat bertarikh 10
Mac 2020.

2 Sukacita dimakiumkan, Jabatan Kesihatan Neger, Negeri Sembilan tiada
halangan bagi permohonan Y.Brs. Prof. Dr. bagi pelajar Sarjana Kesihatan Awam,
Dr Siti Aishah Binti Abas untuk melakukan Kajian tersebut menggunakan Data
Reten ARV Linelisting di Jabatan Kesinatan Neger, Negeri Sembiian.

3. Sehubungan dengan itu, sebarang pertanyaan Y. Brs. Prof. boleh berhubung
dengan Dr Sharifah Nor Binti Ahmad, Pakar Perubatan Kesihatan Awam, Unit
HIV/HepC di talian 06-7664800.

Diharapkan perkara ini di dalam makluman pihak Y.Brs Prof.

Sekian, terima kasin.

"BERKHIDMAT UNTUK NEGARA"

(DR HJ MO}
Timoalan pengarah Kesihatan Neger (Kesihatan Awam)

Jabatan Kesihatan Negeri,
Negeri Sembilan Darul Khusus

s

(S catatan rjukan sura i spablla menjanab )




