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Responsibilities & Resources (applicable across the sections below) 
 
Who will be involved in the data management of this research? 

The Principal investigator (PI) from RUHSA Department, CMC Vellore, Co-investigators, data 
managers in RUHSA, Christian Medical College, Vellore are responsible for data management.  
The Department of RUHSA, Christian Medical College, Vellore is principally responsible for data 
storage, data cleaning, quality checks, data security and data sharing with required permissions 
during the period of the project. 
 
This data on socio-demographic details and chronic respiratory disease screening questionnaire is 
shared with KEM Hospital Research Centre (KEMHRC), Pune India in excel (.xlsx or .xls) format and 
the data on the spirometry is shared in the XML format after the completion of the study period. 
KEMHRC is the primary site for collation and storage of all data acquired from four countries 
participating under the 4CCORD project of which CMC, India is one of the sites.    
 
The University of Edinburgh is advising on data repository for depositing data generated out of the 
project after removal of the identifiers and complete de-identification of the data at the end of the 
project period.  They will advise on secure data storage; data preservation and data sharing to the 
scientific community. 

 

1. Data Capture 
What data will be generated or reused in this research? 
Quantitative data generated from this research project includes data from a RESPIRE screening 
questionnaire and results of lung function test obtained by performing spirometry on randomly 
selected 100 participants from the general population of a cluster under RUHSA community service 
area.  
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RESPIRE screening questionnaire includes data on socio-demographic information, respiratory 
symptoms and disorders, utilization of health care facilities, tobacco smoking, occupational 
exposure, additional co-morbidities, questions of physical and mental health (SF-12), economic 
impact and biomass exposure; the socio-demographic section contained information on gender, 
age, ethnicity and schooling. The screening questionnaire was administered to the participants by 
the health care workers of that cluster/community. All this information was collected using paper 
format and later on entered into a computerised database using a excel sheet format obtained from 
KEMHRC. 
  
The spirometry data has been recorded in both paper format and in electronic format and both are 
maintained by the Computer and data management cell of RUHSA Department, Christian Medical 
College, Vellore. The spirometry was carried out by a trained respiratory therapist and the 
spirometry results were reviewed by our site pulmonologist under RESPIRE project. All the 
spirometry reports were also sent to Chest Research Foundation, Pune for review by designated 
pulmonologist under 4CCORD study.  

How much data will be generated? 

 
Approximately up to 100 GB 
 
 

 

2. Data Management 
How will the data be documented to ensure it can be understood? 

All data generated by this project is documented and maintained by the Computer Cell and 
Data Management team, RUHSA Department, CMC. Documentation of the data is done through 
predesigned structured questionnaires and project documents. Documentation of the spirometry 
data will be done in both paper and electronic format. The variable level details are available with 
data management team of RUHSA department which can be accessed with permission. The blank 
templates of questionnaires can be deposited into Edinburgh DataShare. The research data after 
de-identification can be deposited with University of Edinburgh data repository, i.e. the Edinburgh 
DataVault. The metadata will be deposited in XML format. 

Where will the data be stored and backed-up? 

Data collected during the project period is stored by the RUHSA Department, Vellore with backup 
of the data at a secondary site which will be automatically updated on a daily basis. After the 
project period, all the identifying information from the data will be removed and the de-identified 
data will be securely stored at University of Edinburgh (DataStore) for backup, recovery or access 
with permission. Research data will be deposited in the Edinburgh DataVault and can be obtained 
by permission from the PI or Co-I through the nominated data manager. The data obtained by 
statistical analysis will be kept in the Edinburgh DataShare with an initial embargo period (to be 
determined). The audio-visual data of educational materials will be deposited with Edinburgh 
DataShare without any embargo period and will be available immediately. 
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3. Integrity 
How will you quality assure your data? 

Quality of the data is ensured at every step. Quality during the data collection ensured by training 
and retraining of the data collectors. The training (and re-training) is for developing an 
understanding of the content and context of the questions to be asked and also to enable the forms 
to be completed uniformly and accurately by the data collectors. This will ensure quality of the data 
obtained, including feedback on their activities. Field supervisors will cross check such data for 
accuracy and completeness. Quality also be ensured during data entry; the mandatory fields must 
be filled up before proceeding to the next to avoid missing out of variables; the entries will also be 
rechecked by the data manager to ensure quality control.  
 

 

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

Information sheet will be provided to all the participants and consent form to be signed by them 
after going through the information sheet. Such consent of the participant includes the use of data 
collected for the present research and sharing such information with other researchers and 
dissemination of the information derived from such data through conferences and publications. 
This also includes use of de-identified data in future for analysis or sharing with other partners or 
researchers after approval from the PI and such data will not require any further consent from the 
participant. As per our Institutional Review Board protocol, the identity of the participants will be 
protected and name and address or personal identifiers will be removed before the data is used for 
analysis. Such de-identified data will be shared with University of Edinburgh data repository, i.e. 
Edinburgh DataVault.  
 
Publicly available documents and information coming out through conferences, dissemination 
workshops and research publications will be accessible by all; as such no permissions will be 
required from the primary researchers/authors except for the publication and access policy of the 
journal concerned. As regards to the access of metadata, it can be accessed through University of 
Edinburgh. The achieved data will be the de-identified quantitative research data which may require 
permission from PI or Co-PI for access (depending on which repository it is deposited into). 

 

5. Retention and Preservation 
Which data do you plan to keep and for how long? 

The de-identified and the anonymised data generated by this project (research data) will be 
available for use by the researchers and the policy makers for a period of 5 years. The data will be 
held by the University of Edinburgh data repository, DataVault and can be obtained by permission. 
The aggregate data will be freely available to general public and researchers in perpetuity after an 
initial embargo period (to be determined); this data will be available at Edinburgh DataShare.  
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How will the data be preserved? 

The research data will be preserved by the University of Edinburgh closed data repository, i.e. 
Edinburgh DataVault and can be accessed by researchers with permission and acceptance of a data 
sharing agreement. Preservation and access of the data has to be ensured by the University of 
Edinburgh.  
 

 

6. Sharing and Publication 
Which data will be shared and how? 

This data on socio-demographic details and chronic respiratory disease screening questionnaire is 
shared with KEM Hospital Research Centre (KEMHRC), Pune India in excel (.xlsx or .xls) format and 
the data on the spirometry is shared in the XML format after the completion of the study period. 
The aggregate data generated out of this research will be freely shared with public and research 
community through research publications. The research data will be made available for a period of 
5 years via controlled access repository, i.e. Edinburgh DataVault whereby permission of PI or Co-
PI will be required; no charges will be levied for the data.   
 

Are any restrictions on data sharing required? 

The shared data will be de-identified data and the users seeking data will be provided access to be 
used only for research purpose and no attempt will be made for deducing the identity of 
participants. De-identified data on Edinburgh DataVault will require acceptance of the user to any 
data sharing agreement, once permission to the data is granted. As already mentioned data can be 
accessed by request to the University of Edinburgh and with permission of the PI or Co PI.   
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