
    

     

 
  

 

  
 

 

 
 

 
 
 
 

 
 

  
 

  
 

 
 

   
 

 
 

      
 

                                                                                   

  
 
 
 
 
 
 

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 specimens from a specific collection stored at NIDDK Repository and are 
collaborating with the network or a study investigator from which the specimens originated, please navigate 
to the ‘Requests’ tab from the NIDDK-CR Homepage and select “Specimen Request” followed by “Ancillary  
Request”.  

NIDDK Central Repository – Resources for Research (R4R) 

Ancillary Request Form – Example Template 

* =  Required  Field 

Ancillary Request 

Request Name* 

Study* 

Request Lineage 

Originating Request 

Research Team Information 

Requestor Information 

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

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

Phone (auto-populated) 
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Principal Investigator Information 

Email Address* 

Name* 

Institution* 

Other Researchers Under the PI 

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

Role in Team Email Address Name Job Title/Position 

NIDDK Central Repository – Resources for Research (R4R) 
Ancillary Request Form - Example Template 
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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. 

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 
specimens and/or 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 
NIDDK Central Repository – Resources for Research (R4R) 
Ancillary Request Form - Example Template 
Version: June 2026
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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* 

NIDDK Central Repository – Resources for Research (R4R) 
Ancillary Request Form - Example Template 
Version: June 2026
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Requested Materials* 

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 the following: 

Hypothesis that will be tested 

Research methodology 

Analysis procedures 

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

NIDDK Central Repository – Resources for Research (R4R) 
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Version: June 2026
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Analysis Plan* 

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

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

Specifics on how the specimens 
and 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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Primary Specimen Shipping Information 

Lab Contact Email* 

Lab Contact Phone Number 

Name* 

Shipping Company and Account Number* 

Shipping address* 

Specimen Details 

Number of Specimens* 

Material Type(s)* 

Comments 

NIDDK Central Repository – Resources for Research (R4R) 
Ancillary Request Form - Example Template 
Version: June 2026

Research Type * 

Please select all categories that describe your research roject. 

Funding Information 

Funding Type*          

If Other, Specify 

Specimen Information 

   Funding Identifying  Number*  
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Will data be returned to parent study?* 

Yes   No 

Will results data be stored in data repository?* 

Yes   No 

Information 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 

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

Yes No 

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

Attachments 
Submitted documents must be in English 

Parent Study Approval* 

The Parent Study Approval must be uploaded as a pdf 

Specimen List* 

Other Documents 

NIDDK Central Repository – Resources for Research (R4R) 
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Appendix: NIDDK-CR Specimen 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 issue, with affected 
individuals facing a markedly increased risk of cardiovascular disease (CVD), 
the leading cause of death in this population. Traditional risk factors do not 
fully explain the elevated cardiovascular burden in CKD, suggesting unique 
pathological mechanisms such as myocardial injury and volume overload, 
which can be studied through biomarkers like high-sensitivity troponin T (hs-
TnT) and N-terminal pro-B-type natriuretic peptide (NT-proBNP). Investigating 
these biomarkers in CKD is crucial for identifying subclinical cardiovascular risk 
and better understanding the interplay between declining kidney function and 
CVD outcomes. 

This project leverages the robust longitudinal data and serum specimens 
available from the Chronic Renal Insufficiency Cohort (CRIC) to examine the 
predictive value of hs-TnT and NT-proBNP for cardiovascular events and 
mortality across varying CKD stages. The findings could lead to improved risk 
stratification, tailored interventions, and CKD-specific thresholds for these 
biomarkers, addressing critical gaps in patient management. By advancing our 
understanding of cardiovascular risk in CKD, this research has the potential to 
inform clinical decision-making and improve outcomes in this vulnerable 
population. 

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

The Chronic Renal Insufficiency Cohort (CRIC) Study is a comprehensive 
resource that provides longitudinal clinical data and specimens from a large, 
diverse population of adults with chronic kidney disease (CKD), making it 
uniquely suited to address the proposed research question. The CRIC data 
include detailed information on kidney function (eGFR, albuminuria), 
cardiovascular outcomes (e.g., heart failure, myocardial infarction, stroke, and 
mortality), and traditional and non-traditional risk factors such as blood 
pressure, lipid profiles, diabetes status, and inflammation markers. These data 
allow for the investigation of the relationship between serum biomarkers such 
as high-sensitivity troponin T (hs-TnT) and NT-proBNP and cardiovascular 
outcomes, while accounting for a wide range of covariates and potential 
confounders. Additionally, the longitudinal nature of the study permits 
temporal analysis to examine how changes in biomarker levels predict future 
cardiovascular events and mortality. 

The availability of serum specimens is critical for achieving the aims of this 
research. Serum specimens can be used to measure hs-TnT and NT-proBNP 
levels with high sensitivity, providing robust quantitative data for statistical 
modeling. By leveraging the diverse CKD population enrolled in CRIC across 
varying stages of kidney function, the project can assess the predictive value of 
these biomarkers in different CKD subgroups. This comprehensive integration 
of biomarker data, clinical variables, and longitudinal outcomes ensures that 
the proposed research has the necessary tools to evaluate the relationship 
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between cardiovascular biomarkers, CKD progression, and associated 
cardiovascular risk. 

Unlike other studies that may focus exclusively on cardiovascular or renal 
outcomes, CRIC’s dual emphasis on CKD progression and cardiovascular events, 
combined with its diversity in race/ethnicity and comorbidities, allows for 
robust and generalizable findings. This comprehensive resource cannot be 
replicated by other studies, making it ideal for addressing the proposed 
research objectives. 

Research Objectives and Design 
Hypothesis that will 
be tested 

We hypothesize that elevated serum levels of high-sensitivity troponin T (hs-
TnT) and N-terminal pro-B-type natriuretic peptide (NT-proBNP) are 
independent predictors of cardiovascular events and mortality in adults with 
chronic kidney disease (CKD), and their predictive value differs across CKD 
stages and levels of kidney function. 

Research 
methodology 

This project will utilize a retrospective cohort design, leveraging the rich 
longitudinal data and serum specimens available through the Chronic Renal 
Insufficiency Cohort (CRIC) Study. Serum specimens from baseline and follow-
up visits will be analyzed to quantify levels of high-sensitivity troponin T (hs-
TnT) and N-terminal pro-B-type natriuretic peptide (NT-proBNP) using validated 
immunoassays. These biomarkers will serve as the primary predictors and will 
be evaluated for their association with cardiovascular outcomes and all-cause 
mortality. The primary outcomes of interest include major adverse 
cardiovascular events (MACE: defined as heart failure hospitalization, 
myocardial infarction, or stroke) and cardiovascular and all-cause mortality. 
Longitudinal measures of kidney function, including estimated glomerular 
filtration rate (eGFR) and urinary albumin-to-creatinine ratio (UACR), will allow 
for subgroup analyses by CKD stage and progression. 

Covariates such as age, sex, race/ethnicity, diabetes status, blood pressure, 
lipid profiles, body mass index (BMI), smoking status, and inflammation 
markers (e.g., C-reactive protein) will be included to adjust for potential 
confounders in multivariable regression analyses. 

Analysis procedures Serum specimens will be analyzed to measure high-sensitivity troponin T (hs-
TnT) and N-terminal pro-B-type natriuretic peptide (NT-proBNP) using 
standardized, high-sensitivity assays. hs-TnT will be quantified using an 
Electrochemiluminescence Immunoassay (ECLIA) platform (e.g., Roche Elecsys), 
while NT-proBNP will be measured using an enzyme-linked immunosorbent 
assay (ELISA) or automated immunoassay systems. All assays will follow 
manufacturer protocols, including calibration, duplicate measurements, and 
quality control tests to ensure precision. Serum specimens will be processed 
under standardized conditions, with results log-transformed when necessary 
for statistical analyses. 

The biomarker data will be integrated with CRIC’s clinical data for statistical 
analyses. Time-to-event Cox proportional hazards models will evaluate the 
association between hs-TnT and NT-proBNP (predictors) and cardiovascular 
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outcomes, mortality, and CKD progression (outcomes). Covariates such as 
kidney function, demographic factors, and cardiovascular risk factors will be 
adjusted for in multivariable models. Interaction terms and subgroup analyses 
by CKD stages will assess whether these associations vary across kidney 
function levels, while sensitivity analyses and secondary outcomes (e.g., CKD 
progression) will confirm the robustness of findings. This combined approach 
ensures the comprehensive evaluation of the biomarkers' predictive value for 
cardiovascular and renal outcomes. 

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

The Chronic Renal Insufficiency Cohort (CRIC) Study is uniquely suited to this 
research due to its extensive longitudinal data of adults with chronic kidney 
disease (CKD), including detailed kidney function (“VISITLEVEL” dataset), 
cardiovascular outcomes (“ALL_CVD_EVENTS” dataset), and mortality data 
(“SA_CVD” dataset), alongside stored serum specimens. 

We are requesting serum specimens from participants who have serum 
available at baseline and at least two follow-up visits. This will allow us to 
model the relationship between CKD biomarkers and outcomes over time. 
There are 3,000 participants with available specimens at baseline and at least 
two follow-up visits in the repository’s inventory. We are requesting specimens 
from all available participants to have sufficient power to also conduct 
subgroup analyses by CKD stages. Per manufacturer guidelines for the planned 
assays, the minimum volume required to successfully run the assays is 0.2 mL. 
Our research team has completed these assays using 0.2 mL of serum for other 
studies in the past.  

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

As the Principal Investigator (PI) for this project, I bring over a decade of 
research experience in chronic kidney disease (CKD), cardiovascular risk, and 
the application of biomarkers in clinical and translational research. I hold a MD 
with specialized training in nephrology and epidemiology, with numerous first- 
and senior-author publications in top-tier journals focused on CKD progression 
and cardiovascular outcomes. I have successfully led multiple NIH-funded 
studies, many of which involved analyzing biomarkers and integrating clinical 
data to evaluate disease risk. My expertise in longitudinal analyses, handling 
large cohort datasets, and conducting biomarker-based research ensures the 
project’s scientific rigor.  

The research team supporting this project is highly skilled and well-equipped 
to execute the proposed analyses. Our lab manager has extensive experience 
in specimen handling, biomarker assay execution, and ensuring compliance 
with rigorous quality control measures, having managed specimen analyses for 
multiple large-scale projects. The data analyst specializes in biostatistics and 
advanced modeling techniques for longitudinal and survival data, bringing a 
strong history of working with complex datasets. Finally, our graduate research 
assistant is pursuing a degree in epidemiology and has prior experience with 
data cleaning, exploratory analysis, and contributing to manuscript 
preparation. Together, this multidisciplinary team combines biomarker, 
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analytical, and methodological expertise to successfully conduct the proposed 
study and address its objectives. 

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

The CRIC data will be securely stored on a password-protected university 
server. The data analyst will oversee dataset organization, preparation, and 
cleaning using SAS and R, ensuring consistency with CRIC documentation while 
employing automated data validation scripts to identify missing or anomalous 
values. Data preprocessing, such as transformations or normalizations of 
biomarker values, will be performed in R. Longitudinal and time-to-event 
modeling will also be conducted in R, using packages such as survival for Cox 
proportional hazards models and lme4 for mixed-effects models.  Tools such as 
GitHub will help document data cleaning, transformation, and model 
development steps, ensuring transparency and reproducibility.   

Serum specimens from NIDDK-CR will be logged and stored in a laboratory-
grade -80°C freezer until analysis. Biomarker levels (hs-TnT and NT-proBNP) will 
be quantified using validated immunoassays (e.g., Roche Elecsys) with rigorous 
quality control, including duplicate runs and calibration standards. The lab 
manager will oversee specimen handling following strict SOPs. Processed 
biomarker data will then be merged with the cleaned CRIC clinical data for 
analysis. This integrated approach using robust software and strict handling 
protocols ensures secure, accurate, and efficient processing and management 
of all materials. 

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 

At the conclusion of the project, all de-identified data generated, including 
final biomarker results, derived variables, and processed analytic datasets, will 
be deposited back into NIDDK Central Repository or another NIH-approved 
repository, in compliance with the Data and Resources Use Agreement and NIH 
Data Management and Sharing Policy. The submission will include 
comprehensive documentation, such as data dictionaries, codebooks, and 
analysis scripts (e.g., in R and SAS), to ensure data transparency and facilitate 
reuse by other investigators. Summary-level findings will also be disseminated 
through publications in peer-reviewed journals. These efforts will support 
broader scientific collaborations while maintaining data privacy and data 
integrity. 

Research Use Statement 
Research Use 
Statement 

This project will investigate how the serum biomarkers high-sensitivity 
troponin T (hs-TnT) and N-terminal pro-B-type natriuretic peptide (NT-proBNP) 
predict cardiovascular events, all-cause mortality, and CKD progression in 
adults with chronic kidney disease (CKD). Utilizing a retrospective cohort 
design, the project will analyze biomarker data derived from CRIC serum 
specimens, linked with CRIC’s extensive clinical and longitudinal data. 
Statistical analyses, including Cox proportional hazards models and subgroup 
analyses by CKD stage, will evaluate biomarker associations with outcomes 
adjusted for demographic, clinical, and kidney function variables. This research 
aligns explicitly with the permitted uses of CRIC resources by focusing on 
kidney disorders and heart disease and is strictly for non-commercial purposes. 
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All analyses will be performed on secure, university-managed servers with no 
use of cloud computing or remote access.  

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) 

The project will follow strict information security practices to ensure data 
confidentiality and integrity. De-identified CRIC data and project-generated 
data will be stored on a secure, university-managed server compliant with NIH 
and institutional standards, with access limited to authorized team members 
using unique credentials and multi-factor authentication. All server activity will 
be monitored by the university’s IT department for security breaches. Data will 
be regularly backed up, with version control in place for datasets and analysis 
scripts. No cloud computing or external storage devices will be used to 
minimize risk, and all derived data will be submitted to the NIDDK Central 
Repository at the study’s conclusion, with local copies securely deleted per 
institutional guidelines. 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. 
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