
Plan Overview
A Data Management Plan created using UCT DMP

Title: Increasing Access to Kidney Transplantation in the public sector in Eastern Cape, South Africa

Creator:Kathryn Manning

Principal Investigator: Kathryn Manning

Data Manager: Kathryn Manning

Project Administrator: Kathryn Manning

Contributor: Kathryn Manning

Affiliation: University of Cape Town

Funder: National Institutes of Health (NIH)

Template: NIH Template

ORCID iD: 0000-0003-4213-2522

Project abstract:
The project's hypothesis is that the optimal strategy to lessen the burden and disparity in treatment of end-stage kidney disease (ESKD) in
low resource settings is to establish a kidney transplantation centre in the Eastern Cape. Chronic kidney disease (CKD) and irreversible
kidney failure (KF) are increasing the health, societal and economic burden in many countries around the world. In South Africa, the
Eastern Cape province reflects a significant difference in healthcare and kidney replacement therapy (KRT) access (in the form of dialysis
or kidney transplant) because of disparities in economic growth and geographical access to healthcare. There are significant gaps in
knowledge, understanding and experience in the provision of KRT provision in this province as well as limited data on prevalence and
incidence of ESKD. These factors hinder the province’s ability to plan and implement a cost-effective response. To address the shortfall in
research in ESKD and KRT in the Eastern Cape, the proposal has three aims. 1) Aim 1 is to estimate the burden of ESKD in the Eastern
Cape to highlight predicted prevalence, incidence, mortality, and KRT allocation in the Eastern Cape. Two studies will contribute to this
aim: the first study (Protocol 1) will conduct a retrospective review of KRT provision at a tertiary hospital in Gqeberha, Eastern Cape that
services the Western region of the Eastern Cape. This study will provide invaluable data on allocation and non-allocation of KRT and
highlight the treatment gap in ESKD care in the public sector. The second study (Protocol 2) will employ mathematic modelling to obtain
complete epidemiological estimates for ESKD in the public health sectors by age categories to understand the current and future burden
of ESKD. 2) Aim 2 will investigate and compare the cost-effectiveness of KRT. Despite the initial costs of kidney transplantation, this
modality has proven to be more cost-effective in terms of long-term cost, survival and quality of life when compared to dialysis. However,
it is not known whether the available evidence of cost-effectiveness from countries with more developed economies can be generalised
to South Africa. Thus, it is vital that an underserved province such as the Eastern Cape public healthcare sector employs a KRT modality
that reduces costs, increases patient quality of life and life expectancy. In the absence of data and studies on ESKD that are required to
make informed cost-effectiveness decisions on treatment, this study aims to investigate the most cost-effect modality for ESKD in the
Eastern Cape from a public health-care perspective. The comparison of economical and epidemiological models between dialysis and
transplantation will make an important distinction between options in an underserved and resource-constrained province. 3) Aim 3 will
examine the barriers to increasing transplantation access in the Eastern Cape through the perspectives of key informants involved in CKD
care and/or health systems in the Eastern Cape. The public healthcare sector in the Eastern Cape is not able to prepare for the impending
ESKD burden. Studies are underway to investigate current and future ESKD burden and subsequent KRT need; however, it is vital that the
most cost-effective modality is instituted in an already underserved province with rationed KRT. Despite the initial costs of kidney
transplantation, this modality proves to be cost saving in the long-term as well as increasing survival and quality of life compared to HD
and PD. However, kidney transplant rates in the public sector in South Africa and appear to be on the decline. It is vital that an
underserved and resource-constrained province anticipates the system-based barriers that could impede the initiation of a more cost-
effective KRT treatment such as transplantation. Using survey and qualitative design, the aim of this study is to investigate the
perspectives of key informants involved in CKD care or health systems in the Eastern Cape to increase transplantation services in the
Eastern Cape.
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Increasing Access to Kidney Transplantation in the public sector in Eastern Cape, South Africa

1 Project name

1.1 Project name

Increasing Access to Kidney Transplantation in the public sector in Eastern Cape, South Africa 

2 Lead Principal Investigator(s)/Grant Holder

2.1 Lead Principal Investigator(s)/Grant Holder

Lead Principal Investigator(s): Kathryn Manning Grant Holder: Prof. Elmi Muller 

3 What data will be shared?

3.1 What data will be shared?

Paper 1 will collect retrospective data on patients requiring renal replacement therapy. Socio-demographic data including: date of birth, gender, occupation, type of housing, availability of electricity
at home, employment status (as an indication of socio-economic status); date of presentation; stage at CKD, histological sub-classification; presence of co-morbidities including TB and HIV;
pathology result for each specimen taken; RRP category and decision; outcomes. Only de-identified records will be shared. For the burden estimation, aggregated data on burden estimates and
markov model results will shared between researchers and published online. For effectiveness study, markov model and cost-effectiveness estimates will shared between researchers and
published online. For paper 4, key informant responses will be de-identified. 

4 Who will have access to the data?

4.1 Who will have access to the data?

Data access: During the study, co-investigators for each aim will have viewing access to data. Only the PI, study coordinator, appointed data capturer and analyst will have data editing rights. Data
sharing: All co-investigators will sign a data memorandum of agreement (APPENDIX D) for access and use of study data. Access and use of data will require approval from the Principal
Investigator, Kathryn Manning. If data is requested by any of co-investigators, the data will be exported into the preferred format i.e. comma-separated-values (CSV), Excel, Stata, or SPSS with
password protection. Data will be shared in raw or aggregate form for enrolled patients. 

5 How will researchers locate and access the data?

5.1 How will researchers locate and access the data?

All co-investigators will sign a data memorandum of agreement (APPENDIX D) for access and use of study data. Access and use of data will require approval from the Principal Investigator,
Kathryn Manning. If data is requested by any of co-investigators, the data will be exported into the preferred format i.e. comma-separated-values (CSV), Excel, Stata, or SPSS with password
protection. Data will be shared in raw or aggregate form for enrolled patients. 

6 When will the data be made available?

6.1 When will the data be made available?

The data will be made available once it has gone through a rigorous quality control process. 

7 Will a data sharing agreement be required?

7.1 Will a data-sharing agreement will be required?

Yes

All co-investigators will sign a data memorandum of agreement for access and use of study data. Access and use of data will require approval from the Principal Investigator, Kathryn Manning. If
data is requested by any of co-investigators, the data will be exported into the preferred format i.e. comma-separated-values (CSV), Excel, Stata, or SPSS with password protection. Data will be
shared in raw or aggregate form for enrolled patients. 

8 What data transformations/preservation actions will be necessary?

8.1 What data transformations/preservation actions will be necessary?
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The data will be transferred from REDCap to University of Cape Town’s ZivaHub Data Repository (https://lib.uct.ac.za/digitalservices/systems/zivahub-open-data-uct). ZivaHub: Open Data UCT , is
an online, institutional data repository that serves as a publishing and access platform to research data and scholarly outputs. It is powered by (Figshare for Institutions) and is available to all
students and staff at UCT and it’s objective is to ensure that data remains accessible to researchers and the public from around the world, and to preserve it for future use. The platform also
provides migration (limited format types), secure backup, and maintains DOIs for data sets to facilitate data citations. 

9 What additional information will be submitted alongside the data?

9.1 What additional information will be submitted alongside the data?

Nil 

10 Data Storage

10.1 Do you require additional data storage for in-study use?

No

Additional data storage not required, requirements met by existing resources 

10.2 In-study storage space requirements: How much additional storage do you require to meet the needs of your study?

Question not answered.

10.3 Do you require additional data storage post -project?

No

Additional storage space required for raw datasets, lead PI (Kathryn Manning) in contact with UCT eResearch Centre on available resources to store raw project data for 5 years 

10.4 Post-study storage space requirements: How much additional storage do you require to meet the needs for data-sharing on completion of your project?

Nil 

11 Budget

11.1 Budget

Nil budget is required for database management and development. 
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