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[This project has been allocated Ethics Approval Number HT242, with th following sondiions:
1. Al subsequent records and correspondence relating to ths project must refer o tis number.

2. That there is NO departure from the approved protocols unless prior approval has been sought from the
Human Research Ethics Commitie.

3. The Principal Investigator must advise the responsible Human Etcs Advisor:
- periodically of the progress of the project,
2 when the project is completed, suspende or prematurely terminated for any reason,
- within 48 hours of any adverss effects on partcipans,
Z of any unforeseen events that might affect continued ethical acceptabity of the project.

4. In compliance with the National Health and Medical Research Council (NHMRC) “National Statement on
Ethical Conduct in Human Research (2007), it is MANDATORY that you provide an annual report on the-
rogress and conduct of your project This report must detail compiance with approvals granted and any.
unexpected events or serious adverse effects that may have occurred during the Study.
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THE UNIVERSITY OF ZAMBIA

DIRECTORATE OF RESEARCH AND GRADUATE STUDIES

Great East Road | P.O. Box 32379 | Lusaka 10101 | Tel: +260-211-290 2
g 3 . = 58/291 777
Fax: +260-1-290 258/253 952 | Email: director@drgs.unza.zm | Website: www.unza.zm

Approval of Study

13th June, 2018
REF No. HSSREC: 2018-APRIL-015

Ms. Lucy Nyundo

Plot No. 24730 off Kasama Rd
Libala

LUSAKA

Dear Ms. L. Nyundo,

RE: “CONSTRUCTING THE PERSONAL FERTILITY DECISION MAKING PROCESS
IN ZAMBIA”

Reference is made to your resubmission. The University of Zambia Humanities and
Social Sciences Research Ethics Committee IRB resolved to approve this study and your
participation as Principal Investigator for a period of one year.

Review Type Ordinary /Expedited | Approval No. REF No.
Review HSSREC: 2017-MARCH-007

Approval and Expiry Date Approval Date: Expiry Date:
13th June, 2018 12th June, 2019

Protocol Version and Date Version-Nil 12th June, 2019

Information Sheet, o English. 12th June, 2019

Consent Forms and Dates

Consent form ID and Date Version 12th June, 2019

Recruitment Materials Nil

here are specific conditions that will apply to this approval. As Principal Investigator
is your responsibility to ensure that the contents of this letter are adhered to. If these
1
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are not adhered to, the approval m
study sponsors and other regulato:

Conditions of Approval

Should you have 1
not hesitate to get in touch with us at the

ay be suspended.

Ty authorities will be informed y be suspended

No participant may be involved i
y ed in an, i
oy et d fa y study procedure prior to the study approval

All unanticipated or Serious Adverse Events

within 5 days. (SAEs) must be reported to the IRB

All protocol modificati
amendment prior to ?rgoasmm\:ﬁ' e approved' oy oo sppticafion. (ot gn
G ot b o A dp entation unless they are intended to reduce risk (but
Tnvests S PO}’ ed for approval). Modifications will include any change of
o gato: or site a.ddress or methodology and methods. Many modifications
2il minimal risk adjustments to a protocol and/or consent form and can be
made on an Expedited basis (via the IRB Chair). Some examples are: format
changes, c9rrecting spelling errors, adding key personnel, minor changes to
questionnaires, recruiting and changes, and so forth. Other, more substantive
changes, gspecially those that may alter the risk-benefit ratio, may require Full
Board review and approval. In all cases, except where noted above regarding

subject safety, any changes to any protocol document or procedure must first be
approved by the IRB before they can be implemented.

All protocol deviations must be reported to the IRB within 5 working days.
All recruitment materials must be approved by the IRB prior to being used.

Principal investigators are responsible for initiating Continuing Review
proceedings. Documents must be received by the IRB at least 30 days before the
expiry date. This is for the purpose of facilitating the review process. Any
documents received less than 30 days before expiry will be labelled “late
submissions” and will incur a penalty.

Every 6 (six) months a progress report form supplied by The University of Zambia
Humanities and Social Sciences Research Ethics Committee IRB must be ‘ﬁlled
in and submitted to us. There is a penalty of K500.00 for failure to submit the
report.

i i iti i i Research Ethics

iversity of Zambia Humanities and Social Sciences

’éhe iﬁzee SIR};B does not “stamp” approval letters, consent forms or study

dom ments unless requested for in writing. This is because the approval letter
li:(;;ly indicates the documents approved by the IRB as well as other elements

(o

and conditions of approval.

i i ing indi d in this letter, please do
ns regarding anything indicate
e e : above indicated address.
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P. O. Box 50827
Lusaka

Tel: +260-211-235554
Fax: +260-211- 236429

In reply please quote:
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REPUBLIC OF ZAMBIA

MINISTRY OF HEALTH
LUSAKA DISTRICT HEALTH OFFICE

9™ January, 2019

Lucy Nyundo (Ms)

James Cook University

Townsville QLD 4811

AUSTRALIA

Dear Ms. Nyundo,

RE: AUTHORITY TO CONDUCT RESEARCH IN LUSAKA DISTRICT

We are in receipt of your letter over the above subject.

Please be informed that Lusaka District Health Office has no objection for you to conduct

research entitled “Social networks and sources of information in the private family planning
decision making process in Zambia”.

Kindly ensure that your findings are shared with the health facility and District Health Office and
that the normal operations of the facility are not disrupted.

By copy of this letter, the Medical Superintendent for Chilenje 1% Level Hospital and the In-
Charges for Bauleni Health Centre and Makeni UNHCR Health Post are kindly requested to
facilitate accordingly.

Yours faithfully
Dr. C. Mbwili-Muleya

Principal Clinical Care Officer
For/DISTRICT HEALTH DIRECTOR

C.c: The In-Charges: Bauleni Health Centre and Makeni UNHCR Health Post

C.c: Medical Superintendent: Chilenje 1% Level Hospitals

C.c: Professor Lynne Eagle: Associate Dean, Research Professor of Marketing College of
Business, Law and Governance

C.c: Professor David Low Dean, College of Business, Law and Governance
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‘Paediatric Centre of Excellence
‘University Teaching Hospital

P.0. Box 30075

LUSAKA

‘Telephone: +260 211 250309 | Mobile: 260 95 5632726
‘Email: znhrasec@gwmail.com | Website: srww.nhra org zm

24 July 2018

Lucy Nyundo
Division of Tropical Environments and Societies
James Cook University, Townsville QLD 4811
AUSTRALIA

Re: Request for Authority to Conduct Research

‘The National Health Research Authority is in receipt of your request for authority to conduct
research titled “Constructing the personal fertility decision making process in Zambia.”

Twish to inform you that following submission of your request to the Authority, our review of the
same and in view of the ethical clearance, this study has been approved on condition that-

L

The relevant Provincial and District Medical Officers where the study is being
‘conducted are fully appraised;

Progress updates are provided to NHRA quarterly from the date of commencement of
the study;

‘The final study report is cleared by the NHRA before any publication or dissemination
‘within or outside the country:

After clearance for publication or dissemination by the NHRA, the final study report is
shared with all relevant Provincial and District Directors of Health where the study was
‘being conducted, University leadership, and all key respondents

Yours sincerely, @

Dr. Godftey Biemba
Director/CEO

National Health Research Authority

All correspondences should be addressed to the Disector/CEO National Health Research Authority





