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Dr. Rumana Huque

Project Title:

Bangladesh Asthma Hajj Study

Institute: ARK Foundation, Bangladesh
Start Date: 15 October, 2020
End Date: 315 December, 2020

DMP version number and date:

DMP_versionl_dated 19 Oct 2020

Responsibilities & Resources (applicable across the sections below)

Who will be involved in the data management of this research?

Two researchers from ARK foundation, Bangladesh will be involved in the management of data.
Both the researchers obtained data management training from York University, UK and GCP
(Good Clinical Practice) training, conducted by Emmes Service Private Limited, Bangaluru, India.
They also obtained an online GCP training from NIDA Clinical Trials Network. They have long
experience in managing data for different studies with Leeds University and York University, UK.
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1. Data Capture

What data will be generated or reused in this research?

The proposed project will collect and record routine anonymized data from central hajj office of
Ministry of Religious Affairs and Bangladesh Hajj Management Portal in excel file. These data
include variables such as number, gender and age of Hajj pilgrims, number of medical check-up
centres, number of Hajj pilgrims completed pre-Hajj medical check-ups from different centres.
Raw data will be stored and analysed descriptively using Microsoft Excel.

Around 8-10 doctors and any other staff involved with organizing or delivering the pre-Hajj check-
ups in the two centres will be interviewed. Around 6 in-depth interviews will be conducted with
managers and other relevant persons-in charge involved in Hajj management within government
and private agencies. A total of 6 policy makers within Ministry of Religious Affairs and Ministry of
Health and Family Welfare will be interviewed using semi-structured questionnaires. Around 10-12
in-depth interviews will be conducted with Hajj pilgrims (adults aged 18 years and above), who
performed Hajj in the year 2019. Children (aged less than 18 years) will be excluded. Interviews will
last between 45-60 minutes, and will be digitally audio recorded, transcribed verbatim in native
language, Bengali/Bangla and translated in English. All information collected through audio-
recordings will be anonymised during transcription and before analysis, and participants will be
informed of this during the recruitment and consent process. Once transcripts are typed up and
checked, audio recordings will be deleted. The data will be analysed with the aid of NVivo Version
12.0 software.

How much data will be generated?

There will be approximately 20 transcripts and 20 audio recordings, saved in two files. The file
with transcripts will be no larger than 10 MB. The file with audio recordings will be around 500
MB, for a total storage size of approximately 510 MB. Additional data products this research will
make available include articles, policy briefs, guidelines, etc.
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2. Data Management

How will the data be documented to ensure it can be understood?

The various forms of qualitative data will be collected and organised electronically using
gualitative data analysis software such as NVivo. Using a Framework approach, data from these
different sources will be organised, coded, and compared thematically and on a case basis. In this
way, both a deductive and inductive approach will be taken to analysis of the qualitative data
collected.

The quantitative data will be collated and presented using summary descriptive statistics, and will
guide in assessing the feasibility of integrating an intervention in conjunction with input from
qualitative research on organisational context.

Where will the data be stored and backed-up?

Data collected from in-depth interviews will contain only participant ID and no personal
information. All information collected through audio-recordings will be anonymised during
transcription and before analysis, and participants will be informed of this during the recruitment
and consent process. Once transcripts are typed up and checked, audio recordings will be deleted.

The hard copy of the transcripts will be kept in ARK Foundation’s office in a safe locked cabinet.
The soft copy of the transcripts will be saved electronically, encrypted (AES-256) and password-
protected on ARK Foundation’s computer. Files will be encrypted following 7-Zip (https://www.7-
zip.org/) and VeraCrypt (https://www.veracrypt.fr/en/Downloads.html). Only the related
researchers will have access to those. The participants will not be identified or identifiable in any
reports or publications. All these will be stored and maintained electronically on ARK Foundation’s
computer having secure network drives and file. The computer will be password protected.

Back up of computer files will be kept on secure network files, replicated in another computer following all
the procedures mentioned above. Data files will also be stored at the UoE network storage — DataStore.
UoE will support in setting up the network storage and secured folder, and to transfer data to the network
storage.

Paper files including consent forms will be kept in ARK Foundation’s office in a safe locked cabinet.
Access to the data will be limited to study personnel only. Study personnel will be monitored to
ensure compliance with the privacy standards.

In line with the Data Protection policy (GDPR/DPA 2018; (https://www.ed.ac.uk/data-protection/data-
protection-policy), at the end of the study, data will be securely archived by ARK Foundation for a
maximum of five years. Following authorization from the sponsor, arrangements for confidential
destruction will then be made. If an individual withdraws consent for their data to be used, it will be
confidentially destroyed.

ORIVE,
$

: : S LA
[ERn e GesiEa, National Institute
THE UNIVERSITY NIHR | ot UKaid

of EDINBURGH


mailto:RESPIRE@ed.ac.uk
https://www.7-zip.org/
https://www.7-zip.org/
https://www.veracrypt.fr/en/Downloads.html
https://www.ed.ac.uk/data-protection/data-protection-policy
https://www.ed.ac.uk/data-protection/data-protection-policy

-l &

£y
www.ed.ac.uk/usher/respire \
@RESPIREGIobal é RESPIRE }
RESPIRE@ed.ac.uk S

ge*i‘ vf"{

3. Integrity

How will you quality assure your data?

Routine anonymized data will be collected from central hajj office and hajj website in table
format. Raw data will then be stored and analysed descriptively to present the number of Hajj
pilgrims by age, gender and location, using Microsoft Excel.

The interviews will be audio recorded, transcribed verbatim and translated in English. All
transcripts will be first checked for accuracy by the researcher who will conduct the interview to
enhance rigor and to ensure that the local context in which the data would be collected are
retained. The data will be analysed with the aid of NVivo Version 12.0 software. After repeated
reading of the transcripts, the text will be coded independently under different headings by two
coders, using a thematic approach to analysis, resolving discrepancies by discussion. Once coding
is completed, a written summary of the issues will be created for each code where every section
of data relevant to that code from all the different interviews is noted.

4. Confidentiality

How will you manage any ethical and Intellectual Property Rights issues?

All information collected during the course of the study will be kept strictly confidential. Information will be
held securely on paper and electronically at the central research office. The researchers will also comply
with all aspects of the Data Protection Act (GDPR/DPA 2018) 2018 and operationally this will include
(https://www.ed.ac.uk/data-protection/data-protection-policy):

o Consent from participants to record personal details including name, date of birth, and
address.
o Appropriate storage, restricted access and disposal arrangements for participant’s

personal details.

Identifiable information will be collected on the consent form when he or she is consented into
the study but all other data will be coded with an ID number and will not include participants’
identifiers.

If a participant withdraws consent from further study participation, no further assessments will be
conducted but their data already collected will remain on file and will be included in the final
study analysis (unless the participant has specifically requested for their data to be destroyed).
Anonymity: The participants will not be identifiable as the interview transcripts will not contain
any personal information. The audio recording and the transcripts will have registration/ID
number only. Participants will not be identified in any public reports or documents.

All information collected through audio-recordings will be anonymised during transcription and
before analysis, and participants will be informed of this during the recruitment and consent
process. Once transcripts are typed up and checked, audio recordings will be deleted.

Locking cabinets for participant records, use of password protected programmes, and limited
access to personal information will be ensured. Confidentiality will be protected by identifying all
subjects by ID numbers only with their names kept in a locked file cabinet. The data will be saved
electronically, encrypted and password-protected on ARK Foundation’s computer. Secured
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process (involving shared drives or DataSync) will be adopted while transferring data to avoid any
disclosure of information. Adherence to data protection will be strictly maintained and
monitored.

5. Retention and Preservation

Which data do you plan to keep and for how long?

In line with the Data Protection Act (https://www.ed.ac.uk/data-protection/data-protection-policy), at the
end of the study, data including anonymised and raw data will be securely archived by ARK Foundation for a
maximum of five years. Following authorization from the sponsor, arrangements for confidential
destruction will then be made. If an individual withdraws consent for their data to be used, it will be
confidentially destroyed.

Non-identifiable data from this project may be stored in Edinburgh University DataShare, a
research data repository, to allow knowledge sharing and learnings about this study.

How will the data be preserved?

Locking cabinets for participant records, use of password protected programmes, and limited
access to personal information will be ensured. Confidentiality will be protected by identifying all
subjects by ID numbers only with their names kept in a locked file cabinet. All data including
anonymised and raw data will be saved electronically, encrypted and password-protected on ARK
Foundation’s computer.

Anonymised data from this project may be stored in Edinburgh University DataShare, a research
data repository, to allow knowledge sharing and learnings about this study.
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6. Sharing and Publication
Which data will be shared and how?

Once we have completed the analysis and published all intended scientific journals, we will make
our data available for other researchers.

Non-identifiable data from this project may be stored in Edinburgh University DataShare, a research data
repository, to allow knowledge sharing and learnings about this study. UoE will support in setting up the
network storage and secured folder, and to transfer data to the network storage.

Data will be transferred to the sponsor using DataSync, in order to retain a back-up copy on the
secure and fully backed up UoE supported network storage.

Are any restrictions on data sharing required?

All data collected or generated by the study (including personal data) will not be transferred to
any external individuals or organisations. The data will only be shared to the University of
Edinburgh via secured data sharing and storage system, set up by the Data Support team within
the University of Edinburgh. However, personal data will not be shared under any circumstances,
only the non-identifiable data from this project will be shared and stored in the University
DataShare, a research data repository, to allow knowledge sharing and learnings about this study.

Even though the final dataset will be stripped of identifiers prior to release for sharing, we believe
that there remains the possibility of deductive disclosure of subjects with unusual characteristics.
Thus, we will make the data and associated documentation available to users only under a data-
sharing agreement that provides for (1) a commitment to using the data only for research
purposes and not to identify any individual participant; (2) a commitment to securing the data
using appropriate computer technology; and (3) a commitment to destroying or returning the
data after analyses are completed.

--- End of Document ---

This research was funded by the National Institute for Health Research (NIHR) Global Health Research Unit on Respiratory Health (RESPIRE)
using UK aid from the UK Government to support global health research.
The views expressed in this publication are those of the author(s) and not necessarily those of the NIHR or the UK Department of

Health and Social Care.
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