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JD R F  R EQU EST S  L ET T ER S OF  I N T EN T  F OR :  
CLINICAL TRIALS TO ADVANCE THERAPIES FOR NEPHROPATHY AND 
CARDIOVASCULAR DISEASE IN TYPE 1 DIABETES 
 
 
PURPOSE 
 
JDRF is committed to the development of therapies to improve clinical outcomes in people with type 1 diabetes 
(T1D). Despite advanced technologies to maintain glucose control, long-term complications such as diabetic 
nephropathy (DN) and cardiovascular disease (CVD) are still the primary cause of morbidity and mortality in 
people with T1D. There is currently a lack of targeted therapies for DN or CVD approved for use by people with 
T1D, in part because people with T1D are seldom included in drug trials for these diabetic complications. To fill 
this gap, JDRF invites applications for clinical trials to advance therapies to improve DN and/or CVD outcomes in 
T1D. 
 
 
BACKGROUND 
 
DN and CVD are common and clinically significant long-term complications of T1D. It has been estimated that at 
least half of people with T1D will be affected by DN, and CVD is the leading cause of mortality in adults with T1D. 
The two complications are closely linked, with DN acting as a major risk factor for negative CVD outcomes. 
 
Despite the high prevalence and clinical impact of DN and CVD in T1D, there is a lack of effective treatment 
options approved for use in people with T1D for either condition. People with T1D have access to therapies to 
improve cardiorenal risk factors such as blood glucose, blood pressure, and lipids, but there remains a critical 
need for therapies that directly improve kidney and cardiovascular health in this population. The state of DN and 
CVD care for people with T1D stands in contrast to that of people with type 2 diabetes (T2D), who have available 
a number of drugs (e.g. SGLT inhibitors, GLP-1 receptor agonists, MRA/finerenone) with regulatory approvals for 
renal and/or cardiovascular health benefits. While these new drug classes are transforming cardiorenal care for 
people with T2D, and in some cases people without diabetes, people with T1D were excluded from the relevant 
clinical trials and today are excluded from these drugs’ labels. There is reason to be optimistic that these drug 
classes will improve cardiorenal health in people with T1D as in T2D, but trials collecting cardiovascular and renal 
clinical outcomes in people with T1D have not been done. Other drugs approved or in development for CVD and 
various kidney diseases may also represent promising candidates for people with T1D. 
 
This RFA is intended to solicit proposals to advance drugs—novel or repositioned, in clinical development or 
already approved for an indication— for DN and/or CVD in T1D by executing clinical trials to assess efficacy and 
safety of these agents in this understudied population. 
 
 
OBJECTIVES 
 
Letters of intent (LOIs) are sought from academic or industry applicants for clinical trials to evaluate drugs for DN 
and/or CVD in T1D. Except in rare situations, we anticipate trials being built around mechanistic endpoints or 
surrogate endpoints for CVD and/or DN. 
 
Examples of research appropriate for this RFA include, but are not limited to: 

• Proof of concept trials evaluating DN and/or CVD outcomes of novel drugs in people with T1D 
• Pilot T1D clinical trials evaluating drugs with demonstrated efficacy for DN and/or CVD in non-T1D 

populations 
• Early mechanistic studies that will enable subsequent trials with validated surrogate endpoints 
• Ancillary studies to existing or planned T1D-focused clinical trials to obtain mechanistic insights or 

surrogate outcomes related to CVD and/or DN 
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• Inclusion of people with T1D in existing or planned clinical trials evaluating drugs for DN and/or CVD in a 
non-T1D population 

• Inclusion of people with T1D in company-sponsored outcome trials 
• T1D-focused real world studies collecting efficacy and safety data on drugs with expected DN and CVD 

benefits 
• Retrospective analysis of existing T1D data sets to assess efficacy and safety of drugs with expected DN 

and CVD benefits 
 
Examples of research not covered by this RFA include: 

• Non-clinical studies 
• Observational research on T1D-specific pathophysiology or epidemiology 
• Clinical trials that do not include people with T1D. (However, trials may include other populations in 

addition to people with T1D.) 
• Clinical trials evaluating lifestyle interventions such as diet and exercise 

 
Deliverables 

• Trials should be designed to generate critical data regarding drug mechanism, efficacy, and safety in 
people with T1D. Trial results should allow for determination of whether selected drugs merit further 
development toward the ultimate goal of regulatory approvals and/or enhancement of clinical guidelines 
for people with T1D. 

 
Applicants are encouraged to consult with the JDRF Scientific Staff below to discuss the alignment of their 
proposal to this RFA and to develop the projected study concept.  
 
 
CRITICAL CONSIDERATIONS 
 

• JDRF strongly encourages applications from industry 
• JDRF supports collaborative approaches, including between academic applicants and industry partners 
• It is the responsibility of the applicant to obtain drug for their study. JDRF funding will be contingent on a 

written commitment from the drug manufacturer to provide study drug and placebo. 
• Choice of surrogate and mechanistic endpoints in the trial should be well justified. Endpoints should 

generally align with regulatory pathways either established or under consideration, rather than exploratory 
objectives. 

• JDRF encourages proposals that seek to leverage existing or planned clinical trials by adding people with 
T1D or ancillary studies 

 
 
CLINICAL STUDIES 

 
• JDRF follows the U.S. National Institutes of Health (NIH) guidelines for studies including human subjects, 

including the common rule changes: 
https://nexus.od.nih.gov/all/2019/01/07/nih-implementation-of-the-final-rule-on-the-federal-policy-for-the-
protection-of-human-subjects-common-rule/ 

 
 
MECHANISM 
 
In response to this announcement, LOI’s can be submitted to JDRF’s Strategic Research Agreement (SRA) or 
Industry Discovery and Development Program (IDDP) grant mechanisms. For more information on these 
mechanisms, please refer to our website:  

• Strategic Research Agreements: http://grantcenter.jdrf.org/information-for-applicants/grant-mechanism-
descriptions/strategic-research-agreements/ 

• Industry Development and Discovery Program: https://grantcenter.jdrf.org/industry-discovery-
development-partnerships/ 

• For IDDP LOI’s, applicants are required to contact the JDRF scientific contact below prior to submitting 
a LOI. 
 

https://nexus.od.nih.gov/all/2019/01/07/nih-implementation-of-the-final-rule-on-the-federal-policy-for-the-protection-of-human-subjects-common-rule/
https://nexus.od.nih.gov/all/2019/01/07/nih-implementation-of-the-final-rule-on-the-federal-policy-for-the-protection-of-human-subjects-common-rule/
http://grantcenter.jdrf.org/information-for-applicants/grant-mechanism-descriptions/strategic-research-agreements/
http://grantcenter.jdrf.org/information-for-applicants/grant-mechanism-descriptions/strategic-research-agreements/
https://grantcenter.jdrf.org/industry-discovery-development-partnerships/
https://grantcenter.jdrf.org/industry-discovery-development-partnerships/
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Each application may request up to a total of $900,000 (including up to 10% indirect costs) over a maximum of 
three years. JDRF may consider applications with increased scope (time, budget) where there is a strong 
justification, and applicants interested in such should discuss with the JDRF scientific contact below. 
 
 
ELIGIBILITY 
 
Applications may be submitted by domestic and foreign non-profit organizations, public and private, such as 
universities, colleges, hospitals, laboratories, units of state and local governments, and eligible agencies of the 
federal government. Applicants must hold an M.D., D.M.D., D.V.M., Ph.D., or equivalent and have a faculty 
position or equivalent at a college, university, medical school, or other research facility. Please note that 
applications from for-profit entities or industry collaborations with academia may be submitted to this RFA; 
however, additional information will be requested from for-profit entities if a full application is invited. 
 
There are no citizenship requirements for this program. To assure continued excellence and diversity among 
applicants and awardees, JDRF welcomes applications from all qualified individuals and encourages applications 
from persons with disabilities, women, and members of minority groups underrepresented in the sciences. 
 
 
LETTER OF INTENT 
 
Prospective applicants should submit a LOI online via RMS360 (http://jdrf.smartsimple.us) to be considered for a 
full proposal request. The LOI template provided on the RMS360 website must be used to complete the 
application. Applicants will be notified according to the timeline below if they have been approved to submit a full 
application.   
 
Letters of intent should use the template provided and include the following information: 
 

• Background/rationale, preliminary data and references to relevant publications, specific aims, project 
deliverables, collaborative framework if applicable 

• Justification for choice of trial endpoints 
• Plan for acquiring drugs and placebo/controls used in the study, if applicable 
• Intellectual property or commercial efforts associated with the current application, including a list of 

existing business partnerships relevant to the proposed work 
• Estimated budget (total and yearly) 

 

PROPOSAL 
 
An approved LOI is required prior to submission of a full proposal.  Upon notification of a request for a full 
proposal, the application must be completed using the templates provided on RMS360 (http://jdrf.smartsimple.us). 
Complete information should be included to permit review of each application without reference to previous 
applications.  
 
Note that all applications involving human subject research must include supplemental information to address 
subject safety, study design and investigational product information. More details can be found in the Human 
Subject Research Guidelines:  
http://grantcenter.jdrf.org/wp-content/uploads/2012/12/JDRF_Scientific_Guidelines_final-Aug20151.pdf 
  
 
DEADLINES (no extensions will be given) 
 

• RFA release date: September 27,2021  
• LOI deadline: November 8, 2021  
• Notification of full application request: November 22, 2021  
• Application deadline: January 5, 2022  
• Response to applicants: May 2022  

http://jdrf.smartsimple.us/
http://jdrf.smartsimple.us/
http://grantcenter.jdrf.org/wp-content/uploads/2012/12/JDRF_Scientific_Guidelines_final-Aug20151.pdf
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• Earliest anticipated start date: August 2022  
 
 
SUBMISSION INSTRUCTIONS 
 
Applicants should register and submit their completed LOI in RMS360 (http://jdrf.smartsimple.us).  
 
 
REVIEW CRITERIA 
 
Applications will be evaluated based on JDRF’s standard confidential award policy and according to the following 
criteria: 
 

• Significance 
• Approach 
• Innovation 
• Investigator experience 
• Environment 

 
 
CONTACTS  
 
SCIENTIFIC 
Jonathan Rosen, Ph.D. 
Associate Director, Research 
JDRF 
200 Vesey Street, 28th Floor 
New York, NY 10281 
jrosen@jdrf.org   
 
ADMINISTRATIVE  
Tamara Croland, MPA 
Associate Director, Program Administration 
JDRF 
200 Vesey Street, 28th Floor 
New York, NY 10281 
tcroland@jdrf.org   
 
If you have any grant-specific questions as you work within RMS360, please contact the administrative contact 
listed above.  
 
For any non-grant-specific inquiries or issues, please contact SmartSimple Support Services via email 
support@smartsimple.com or phone (866) 239-0991. Support hours are Monday through Friday between 5:00am 
and 9:00pm US Eastern Standard Time. 

http://jdrf.smartsimple.us/
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