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EXAMPLE  TEMPLATE  –  FOR  INFORMATIONAL  PURPOSES  ONLY  

           
                

  

This form is an EXAMPLE only and should not be filled out and sent to NIDDK Central Repository. If you are 
interested in requesting data stored at  NIDDK Central Repository, please navigate to the ‘Requests’ tab 
from  NIDDK-CR Homepage and select “Data Request”.  

 
NIDDK  Central  Repository  –  Resources  for  Research  (R4R)  

Data Request Form  

Request Name* 

Study* 

Research Team Information 

Requestor/Principal Investigator Information 

Name (auto-populated) Institution Name (auto-populated) 

Email Address (auto-populated) Institution Location (auto-populated) 

Phone (auto-populated) 
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Other Researchers Under the PI 

Provide the information of other researchers in the same institution as the PI that will have access to the data (or its 
derivatives). 

Role in Team Email Address Name Job Title/Position 

Authorized Organization Representative Information 

Please provide the name, title, and email address of the official from your institution who will act as the 
Authorized Signatory on the Agreement. The Authorized Signatory (aka Signing Official) is described on 
the Frequently Asked Questions page as follows: 

The Authorized Organization Representative (AOR) as defined by NIH is the individual, named by the applicant 
organization, who is authorized to act for the applicant and to assume the obligations imposed by the Federal laws, 
regulations, requirements, and conditions that apply to grant applications or grant awards. The AOR is also referred 
to as the authorized signatory or Signing Official (SO). Please see the NIH Grants Glossary page for additional details. 
The authorized person fulfilling this role may have any number of titles in your organization (e.g., a Manager, 
Officer, Director, Vice President, or Chief of contracts, grants, licensing, research administration, or sponsored 
programs for the institution). To strengthen data security measures, data management, and to allow for 
independent oversight, NIH will not allow individuals to occupy multiple key roles; that is, a PI may not serve as the 
AOR. Note: If registered with eRA Commons (not required), requestors must use the same authorized person (e.g., 
Grants Management Specialist) as listed in eRA Commons. 
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Email Address* 

Name* 

Job Title/Position* 

Independent Collaborators 

Provide the information of collaborators in a different institution than the PI that will have access to the data (or 
its derivatives); a secondary agreement is required for Independent Collaborators and their institutions. 

Institution 1 

Institution name* 

Institution type* 

Country* 

Province/region/state 

Website URL* 

Domain 
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Collaborators from Institution 1 

Role in Team Email Address Name Job Title/Position 

Authorized Organization Representative Information for Institution 1 

Email Address* 

Name* 

Job Title/Position* 

If your project includes more than one collaborating institution, please add the similar information for other 
institution(s) on a separate sheet of paper 

Research Project Information 

Title of Research Plan* 
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Description of Research* 

The Research Description must convey the relevant background to justify the request. This should include the 
following: 

Scientific premise, including 
the importance of the research 
question and the potential 
impact of the project 

Explanation on how the data 
being requested will 
accomplish the aims of the 
proposed research project 

Research Objectives and Design* 

Please provide a description of your Research Objectives and Design. The description should include following: 

Hypothesis that will be tested 

Research methodology 

Analysis procedures 

Justification for the use of the 
specific data for your research 
project 
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Analysis Plan* 

The Analysis Plan must describe a detailed plan for data analysis. This should include: 

A brief summary of the team’s 
expertise and experience to 
perform the analysis proposed 

Specifics on how the data will 
be held, managed, and 
processed 

Specifics on how data 
generated will be managed 
and shared per NIH’s Data 
Management and Sharing 
Policy and deposited back to 
NIDDK Central Repository at 
the discretion of NIDDK per 
the Data and Resources Use 
Agreement 

Research Use Statement* 

The Research Use Statement should be a standalone summary (1 or 2 paragraphs) of the proposed Research Project 
in plain language and include any proposed use of cloud computing, private cloud computing, or remote access on 
the project. The Research Use Statement will be made publicly available in accordance with relevant HHS, NIH 
policies, and NIDDK-CR policies, and featured in the List of Approved Requestors on NIDDK-CR Resources for 
Research (R4R) website. 

Research Use Statement 
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-013.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-013.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-21-013.html
https://repository.niddk.nih.gov/static/NIDDKCR_%20Data%20and%20Resources%20Use%20Agreement.pdf
https://repository.niddk.nih.gov/static/NIDDKCR_%20Data%20and%20Resources%20Use%20Agreement.pdf
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Research Type * 

Please select all categories that describe your research project. 

Support Information 

Funding Type* If Other, Specify 

Funding Identifying Number* 

Put “N/A” if Unknown 

If more than one Support type, please list on a separate sheet of paper 

Policy Compliance and Documentation 

Data Security 

By checking this box, I, as the PI or PI representative requesting access to NIDDK-CR Data and/or Resources, 
attest that Data will be secured, at a minimum, in accordance with NIST SP 800-171 or the equivalent 
ISO/IEC 27001/27002 standards as stipulated by the NIH Security Best Practices for Users of Controlled-Access 
Data*  

Please select the information security practices that will be used* 

Institute supported, controlled access server 

Institute supported, password protected desktop computer 

Encrypted, password protected laptop computer 

Encrypted portable media (encrypted external hard drive, encrypted thumb drive) 

Cloud computing/private cloud computing 

Other 

https://csrc.nist.gov/pubs/sp/800/171/r3/final
https://www.iso.org/standard/27001
https://grants.nih.gov/sites/default/files/flmngr/NIH-Security-BPs-for-Users-of-Controlled-Access-Data.pdf
https://grants.nih.gov/sites/default/files/flmngr/NIH-Security-BPs-for-Users-of-Controlled-Access-Data.pdf
https://www.iso.org/standard/75652.html
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If other, please specify 

Additional details about information security practices that will be used and how security practices align with 
applicable NIST security controls (e.g., NIST SP 800-171 or equivalent ISO/IEC 27001/27002 standards)* 

You may view the NIH Security Best Practices for Users of Controlled-Access Data document for information 
on best practices. 

Do you plan to combine the requested data with other data sources?* 

 Yes                               No 

If yes, please describe the other data sources you plan to combine and how you plan to combine them, 
specifically highlighting how you plan to prevent re-identification* 

Attachments 

IRB Approval* 

Resources available through NIDDK Central Repository are controlled access. For access to these resources, you 
must provide your institution's IRB approval, exemption, or Not Human Subjects Research determination letter. If 
you do not have an IRB, you must use an external IRB. This is required whether you publish your findings or not. The 
IRB determination letter must be on an official letterhead, have an authorizing signature from an IRB official, and 
clearly state the IRB's determination for the research project. The letter must be addressed to the Principal 
Investigator and the project title listed in the IRB documentation must exactly match the research plan title in the 
request. Documentation from prior projects or different PIs cannot be reused unless the IRB documentation 
explicitly covers the current project and requesting PI. For more information on IRB, visit the Frequently Asked 
Questions page. 

Other Documents 

https://grants.nih.gov/sites/default/files/flmngr/NIH-Security-BPs-for-Users-of-Controlled-Access-Data.pdf
https://csrc.nist.gov/pubs/sp/800/171/r3/final
https://www.iso.org/standard/27001
https://www.iso.org/standard/75652.html
https://repository.niddk.nih.gov/faq
https://repository.niddk.nih.gov/faq
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Appendix: NIDDK-CR Data Request Examples 

Background of Research 
Scientific premise, including 
the importance of the 
research question and the 
potential impact of the 
project 

Chronic Kidney Disease (CKD) is a significant public health concern, 
particularly affecting children who are at high risk for multi-system 
complications, including cardiovascular disease (CVD). Cardiovascular risk 
factors such as hypertension and dyslipidemia are prevalent in these 
children and often emerge early, exacerbating the progression of CKD. By 
leveraging longitudinal data from the Chronic Kidney Disease in Children 
Cohort Study (CKiD) study, the proposed research aims to evaluate the 
impact of both traditional and non-traditional cardiovascular risk factors on 
the rate of glomerular filtration rate (GFR) decline. Understanding these 
interactions is critical for early identification and management of modifiable 
factors to delay CKD progression and improve long-term outcomes. 
 
This research project has the potential to change clinical practice by 
identifying the cardiovascular risk factors most strongly associated with CKD 
progression. Insights gained will inform targeted interventions to mitigate 
cardiovascular risk and slow CKD progression, ultimately improving quality 
of life and reducing the risk of poor cardiovascular and renal outcomes in 
children with CKD. The CKiD study’s comprehensive data offers a unique 
opportunity to address these questions through robust analyses, 
contributing significantly to the understanding and management of 
pediatric CKD.  

Explanation on how the 
data being requested will 
accomplish the aims of the 
proposed research project 

The longitudinal data from the CKiD study is critical for achieving the 
research objectives. The data include repeated measures of kidney function 
(e.g., GFR), cardiovascular risk factors (e.g., blood pressure, lipid levels, 
LVH), demographic data (e.g., age, sex, race/ethnicity), and clinical 
comorbidities (e.g., anemia, medication use). This allows for robust 
modeling of the association between cardiovascular risk factors and both 
the rate of GFR decline and time to ESRD, incorporating time-varying 
predictors and adjusting for potential confounders. The comprehensive 
nature of the data and its focus on pediatric CKD aligns perfectly with the 
project goals, allowing the research team to explore risks comprehensively 
and provide clinically actionable insights into CKD progression. 
 
The project’s goals align directly with CKiD’s objectives of identifying risk 
factors for CKD progression and understanding cardiovascular 
comorbidities. The data’s longitudinal design allows for the use of advanced 
models to track changes over time, making it a singular resource for 
exploring the cardio-renal interplay in children with CKD. 

Research Objectives and Design 
Hypothesis that will be 
tested 

Primary Hypothesis: Traditional and non-traditional cardiovascular risk 
factors (e.g., hypertension, dyslipidemia, inflammation) are independently 
associated with faster rates of GFR decline in pediatric CKD patients. 
Secondary Hypotheses: (1) Demographic factors such as age, sex, and BMI 
moderate the relationship between cardiovascular risk factors and GFR 
decline, (2) Children with systemic inflammation or LVH will have a higher 
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risk of progression to ESRD compared to those without these factors, and 
(3) LVH is a stronger predictor of GFR decline than other cardiovascular 
measures. 

Research methodology This is a retrospective cohort investigation analyzing the association 
between cardiovascular risk factors and the rate of decline in glomerular 
filtration rate (GFR) in children with CKD, as well as progression to end-
stage renal disease (ESRD). The primary outcome is the rate of GFR decline, 
modeled using linear mixed-effects models with time-varying predictors. 
The secondary outcome, time to ESRD, will be analyzed with Cox 
proportional hazards models. These analyses will adjust for demographic 
and clinical covariates such as age, sex, race/ethnicity, baseline GFR, CKD 
etiology, and medication use. 
 
Baseline descriptive statistics will summarize the study population, followed 
by regression modeling to evaluate risk associations and interactions. A 
sensitivity analysis will assess robustness of findings to missing data and 
variable definitions by re-analyzing covariates. 

Analysis procedures Statistical analysis will involve (1) descriptive statistics to summarize cohort 
characteristics and cardiovascular risk factor prevalence, (2) linear mixed-
effects models to assess the impact of time-varying and traditional 
cardiovascular risk factors on GFR decline, and (3) Cox proportional hazards 
regression to model time to ESRD, incorporating cardiovascular predictors 
as time-dependent variables. Interaction terms for demographic variables 
(e.g., sex, age) will assess subgroup differences. 
 
Validation will use measures like Harrell’s C-statistic and calibration plots. 
Sensitivity analyses will assess the impact of alternative assumptions, 
missing data, and outlier handling. All calculations will be completed using 
R, Python, and SAS on a secure, university-hosted server, ensuring 
reproducible and transparent workflows. 

Justification for the use of 
the specific data for your 
research project 

The CKiD data are uniquely suited for this project as it includes longitudinal, 
pediatric-specific data focused on CKD progression and its cardiovascular 
comorbidities. Rich cardiovascular data (e.g., blood pressure, LVH, lipids in 
the “cardio” and “echo” datasets) and kidney function data (e.g., GFR in the 
“gfrcalibratedsummary” dataset) allow for the comprehensive modeling of 
risk factors. Additionally, the dataset’s diversity in age, CKD etiology, and 
demographic characteristics ensures generalizability to pediatric CKD 
populations. The demographic data included in the “kidhist” and “socdem” 
datasets will be essential to complete the project. However, the research 
team will need the complete data package to fully understand how all 
variables were collected and measured, the missingness in variables, and if 
alternate variables should be used to complete the research plan 
objectives. 
 

Analysis Plan 
A brief summary of the 
team’s expertise and 
experience to perform the 

As the Principal Investigator, I bring over 20 years of experience in pediatric 
nephrology and clinical research. My work has focused extensively on the 
progression of chronic kidney disease (CKD) in children, with a particular 
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analysis proposed emphasis on understanding the interplay between cardiovascular 
comorbidities and kidney function. I have authored peer-reviewed 
publications studying CKD progression, cardiovascular risk, and clinical 
predictors of poor outcomes in pediatric populations. I have prior 
experience leading secondary data analyses involving large longitudinal 
datasets and have successfully secured grants to investigate similar 
research questions.  
 
The Biostatistician has extensive experience in longitudinal modeling and 
survival analysis, including prior work with CKD datasets. The Graduate 
Research Assistant brings strong technical skills in data cleaning, 
management, and descriptive analyses using R, Python, and SAS. This 
combination ensures robust data processing, advanced analytics, and 
clinical relevance in the interpretation of results. 

Specifics on how the data 
will be held, managed and 
processed 

All data will be held on a secure, encrypted server provided by the 
university’s Information Technology (IT) department. Access to the server 
will be restricted to the three research team members listed above, with 
login credentials required for authentication.  
 
Upon receipt, the research team will catalog the data, documenting 
variable definitions, data structure, and metadata in a centralized logbook. 
Data files, scripts, and outputs will follow structured, consistent naming 
conventions for clarity. Version control practices will be implemented to 
track changes to cleaned datasets and analysis scripts. Tools such as GitHub 
will help document data cleaning, transformation, and model development 
steps, ensuring transparency and reproducibility.  
 
The Biostatistician and Graduate Research Assistant will handle the data 
cleaning processes and model preparations using R, SAS, and Python. This 
process will include removal of duplicates, addressing missing data, 
transformation of variables, and documentation of all data. Intermediate 
datasets (such as cleaned or preprocessed data) and final models will be 
documented and archived for reproducibility and peer review. 

Specifics on how data 
generated will be managed 
and shared per NIH’s Data 
Management and Sharing 
Policy and deposited back to 
NIDDK Central Repository at 
the discretion of NIDDK per 
the Data and Resources Use 
Agreement 

All data generated during the project will comply with NIH and NIDDK data 
sharing policies. De-identified, processed datasets and metadata (e.g., 
variable dictionaries, analysis code) will be securely shared with NIDDK 
Central Repository or deposited in another NIH-approved repository. The 
research outputs will also adhere to the data use agreement, ensuring 
proper clearance, attribution, and confidentiality. 

Research Use Statement 
Research Use Statement The proposed research aims to investigate the impact of cardiovascular risk 

factors, including both traditional (e.g., hypertension, dyslipidemia) and 
non-traditional (e.g., inflammation) on the progression of chronic kidney 
disease (CKD) in children. Specifically, this study will assess (1) how these 
risk factors influence the rate of decline in glomerular filtration rate (GFR) 
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over time, and (2) whether they predict progression to end-stage renal 
disease (ESRD). Using a retrospective cohort design, this project will 
leverage the extensive de-identified, longitudinal data from the CKiD 
(Chronic Kidney Disease in Children) study to model these relationships. 
Statistical methods, including linear mixed-effects modeling and Cox 
proportional hazards regression, will be used to analyze longitudinal GFR 
changes and time to ESRD.  
 
This research aligns with the Permitted Uses of the Resources from the 
CKiD study, which include secondary research to study CKD progression, 
contributing risk factors, and clinical outcomes in children. No cloud 
computing, private cloud computing, or remote-access services will be used 
for this project. All analyses will be conducted on secure, password-
protected university servers, in compliance with institutional and NIDDK 
data use agreements. 

Data Security 
Additional details about 
information security 
practices that will be used 
and how security practices 
align with applicable NIST 
security controls (e.g., NIST 
SP 800-171 or equivalent 
ISO/IEC 27001/27002 
standards) 

Data security will be ensured through encrypted storage, role-based access, 
multi-factor authentication, and secure university-managed servers. 
Activity logs will monitor and document access to the dataset, and IT audits 
will identify potential vulnerabilities proactively. Copies of data and 
backups will also be encrypted, and all data disposal post-project will 
comply with NIST standards and institutional policies, ensuring high levels 
of security throughout the research lifecycle. These practices collectively 
align with the NIST framework to safeguard data integrity, confidentiality, 
and availability, in full compliance with NIH and NIDDK Central Repository 
guidelines. 

 
 
 
 
 
 
 
  

 

https://csrc.nist.gov/pubs/sp/800/171/r3/final
https://csrc.nist.gov/pubs/sp/800/171/r3/final
https://www.iso.org/standard/27001
https://www.iso.org/standard/75652.html
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