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Request for Proposals (RFP) for the addition of a Clinical Center1 with expertise in 
HFpEF endomyocardial biopsies and molecular tissue phenotyping of myocardial 
tissue 
 

A.  FNIH RFP NUMBER: 2023-1345-001 B.  DATE ISSUED: February 27, 2023 

C.  ISSUED BY: D.  ADDRESS OFFERS TO: 

 
FNIH 
Division of Research Partnerships 
11400 Rockville Pike 
Suite 600 
Bethesda, MD 20852 
 

D.1.  HARD COPIES (if 
required): 
 
Electronic Submissions Only 

D.2.  ELECTRONIC COPIES: 
  
Harina Raja (hraja@fnih.org) and 
Tania Kamphaus 
(tkamphaus@fnih.org)  

E.  FOR INFORMATION REGARDING THIS SOLICITATION CONTACT: 

 
E.1.  NAME: Harina Raja  
  

E.2.  EMAIL: hraja@fnih.org   

IMPORTANT: 
 
F. To be considered for award, please provide an indication of your interest by sending a letter of intent 

via email to Harina Raja at hraja@fnih.org. Proposals must be received at the location specified in Block 
D.2. above by 11:59 PM ET, March 31, 2023. Proposals must be clearly identified with the solicitation 
number provided in Block A above.  

 

Background 
 
The Accelerating Medicines Partnership®2 program in Heart Failure (AMP® HF) is a public-private partnership 
between the National Heart, Lung, and Blood Institute at the National Institutes of Health (NHLBI), the 
Foundation for the National Institutes of Health3 (FNIH), and industry partners that aims to deconstruct the 
syndrome of heart failure with preserved ejection fraction (HFpEF) through deep phenotyping of a large 
diverse patient population. Also known as the HeartShare Study, the overall goal of the program is to improve 
our understanding of the subtypes of HFpEF, investigate underlying disease pathways with molecular 
resolution, and enable improved selection of therapeutic targets. AMP HF includes the recruitment of a large 
prospective cohort of approximately 1000 patients (750 HFpEF patients, 250 age- and sex-matched controls) 
who will undergo 3 tiers of phenotyping as recently described. Six Clinical Centers (CCs) and a Data 
Translational Center (DTC) have already been established. This RFP seeks a site that can improve our study 
design by enabling collection and molecular profiling of myocardial tissue. 
 
Tissue-level molecular phenotypic and ‘omics analyses are a key component of this program in order to 
understand cellular drivers of disease and causal biologic pathways leading to HFpEF, thereby fostering target 
discovery. Participants will undergo comprehensive baseline assessment with cardiopulmonary exercise 
testing, exercise echocardiography, cardiac magnetic resonance imaging, CT of the chest and body, laboratory 
testing, multi-omics analysis, and other tests and surveys. Tissue-level profiling currently includes skeletal  

1 This clinical center will join 6 other centers funded through AMP HF/NHLBI HeartShare program 
2 ACCELERATING MEDICINES PARTNERSHIP and AMP are registered service marks of the U.S. Department of Health and Human Services. 
3 FNIH supports the mission of NIH by organizing and administering research programs pursuant to 42 U.S.C. §290b 
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mailto:tkamphaus@fnih.org
mailto:hraja@fnih.org
https://pubmed.ncbi.nlm.nih.gov/36175548/
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muscle and adipose tissue biopsy collection, and the protocol for the HeartShare Deep Phenotyping Cohort 
Study has been provisionally approved by the Northwestern University Institute Review Board and can be  
found on the AMP HF website. Data and images generated from all seven CCs will be shared with all 
participating investigators and private sector partners within the AMP HF/HeartShare Study through AMP HF 
Knowledge Portal within the NHLBI BioData Catalyst cloud resource. Per NIH and AMP policies, all harmonized 
data and study results will ultimately be shared with the broad research community to promote open science 
and maximize utility of the resource. 
 

Request  
 
The FNIH is requesting proposals to add one additional CC to the AMP HF/HeartShare Study that will have 
proven experience and expertise in HFpEF patient myocardial tissue sampling in the clinical setting (i.e., 
endomyocardial biopsies) and its molecular profiling. This CC will be commensurate with existing CCs and will 
be a part of the HeartShare Deep Phenotyping Protocol.  Additionally, it is expected that this center will bring 
expertise to assist with planning and implementation of myocardial tissue efforts. 
 

Objectives:  
 
To add one additional CC to the AMP HF/HeartShare Study with the following requirements: 

1. Ability to participate in the overall 3-tier HeartShare Study, including the HeartShare Deep Phenotyping 

Cohort Study and its related activities (e.g., recruitment; data, image, and biospecimen collection; 

overseeing multiple components of site-related data acquisition including EHR data) and a proportional 

recruitment of the projected 1000+ participants into the deep phenotyping protocol over the next 4 

years. 

2. History of successfully recruiting HFpEF patients into clinical studies and at rates and number to 

meet projected recruitment goals, and a history of recruiting under-represented populations into 

HFpEF clinical studies. 

3. Documented experience performing right heart catheterizations and endomyocardial biopsies in HFpEF 

patients. 

4. Expertise in molecular phenotyping of myocardial tissue in HFpEF patients as evidenced by peer-

reviewed publications. 
 

Deliverables: 
 

1. Recruitment of patients into the Deep Phenotyping Cohort at a rate comparable to other CCs. 
2. Integration of data into the NHLBI BioData Catalyst Resource (AMP HF Knowledge Portal). 
3. Reporting of progress as required by the AMP HF Steering Committee. 
4. Plan for future publications or follow-up research activities. 
5. Assist with planning and implementation of myocardial tissue efforts. 

 

Expectations for CC and Investigators: 

 
1. To work collaboratively with FNIH, NIH, the HeartShare DTC, CCs, core labs, and industry partners, and to 

participate in HeartShare activities when possible. 
2. As this center is joining existing CCs, to make rapid preparations for study enrollment. 
3. To align with the existing deep phenotyping protocol.  
4. To collaborate closely with all core labs, including a to-be-determined myocardial biopsy procurement and 

https://amphf.org/wp-content/uploads/2022/09/HeartShare_Protocol_09-05-2022_final.pdf
https://sharing.nih.gov/data-management-and-sharing-policy
https://amphf.org/wp-content/uploads/2022/09/HeartShare_Protocol_09-05-2022_final.pdf
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analysis core lab to align across the AMP HF/HeartShare Study. 
5. To submit written reports on the deliverables by the due dates. 
6. To provide milestone-driven data to the BioData Catalyst and the DTC to enable sharing across 

HeartShare and AMP HF investigators in a timely manner. 
7. To present work twice yearly to the AMP HF Steering Committee/HeartShare Steering Committee at 

face-to-face meetings and/or via teleconferences, subject to the CC Investigators’ availability. 
8. To participate in a yearly face-to-face meeting. 

 

Project timeframe: 4 years 
 

Proposal guidelines: Please provide an indication of your interest by sending a letter of intent via email to 
Harina Raja at hraja@fnih.org. 

 
1. Please address the objectives and deliverables with the following format: 

a. Title of your project 

• Principal Investigators and Co-Investigators 
b. Specific Aims 
c. Research Strategy 

• Background: 
o Description of dedicated HFpEF clinical and research programs. 
o Description of HFpEF patient population, and prior experience enrolling HFpEF patients into 

prospective studies that involve deep phenotyping and tissue-level profiling. 
o Description of recruitment and organization plan for the HeartShare Deep Phenotyping 

Study. 
o Description of EHR and data science capabilities. 
o Description of prior or existing training programs for HFpEF and/or data science. 

• Description of prior and ongoing research using myocardial tissue relevant to HFpEF and 
description of how tissue/data contributes to understanding of HFpEF pathogenesis and/or 
target identification. Please also indicate the yearly number of biopsies performed at your 
institution.  

• Myocardial biopsy procurement plan; description of tissue processing and analytics (e.g., 
omics, physiologic studies, etc); description of experimental design: how samples are 
collected, methods for QC, quality metrics and analysis. 

• Myocardial biopsy tissue analyses plan (note: tissue analyses is not expected to be a part of 
this budget, but please briefly describe plan for tissue analysis, including examples of types of 
assessments to answer specific research questions). 

• Statistical analysis plan: provide overview of analytic plans using myocardial tissue data. 
Power calculations for analytic example(s) provided by the applicant are encouraged but not 
required. 

d. Budget and justification – AMP HF expects the budget to be aligned with other HeartShare CCs (not 
to exceed $200K per site per year in direct costs for up to 4 years – total $800K in direct costs) to 
cover personnel time and administrative costs. In addition, all patient-related phenotyping costs to 
the CCs will be reimbursed directly by the HeartShare DTC. 

e. Two letters of support. 

f. Biosketches of Principal Investigators and Co-Investigators (NIH biosketches welcomed). 
2. The proposal should not exceed 5 pages for the research strategy (the 5 page limit excludes budget, 

letters of support, bio sketches, and references) and should conform with NIH guidelines using Arial 
11-point font, 0.5” margins, and one page for specific aims.  

3. If you previously applied to the NHLBI HeartShare Clinical Center RFA, please attach your application 

mailto:hraja@fnih.org
https://grants.nih.gov/grants/guide/rfa-files/RFA-HL-21-015.html
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to your current proposal. If you did not apply, we may reach out to you for more information. 
4. Send your proposal to Harina Raja (hraja@fnih.org) and Tania Kamphaus (tkamphaus@fnih.org)  by 

11:59 pm ET, March 31, 2023. Given the short timeline, we welcome submission of applications 
directly to FNIH while they are being formally processed through your grants office. 

5. Applications will be reviewed by the AMP HF Steering Committee. FNIH will notify applicants in writing of 
the AMP HF Steering Committee decision by April 30, 2023. 

6. If your proposal is selected, you will participate in a teleconference with the AMP HF Steering 
Committee prior to finalizing the award contract. 

 

Eligibility 
 
Any organization from the private or public sector, inside the United States is eligible to apply.  
For more information about the AMP HF program, please visit: https://www.amphf.org,  
https://fnih.org/our-programs/AMP/heartfailure, and https://www.nhlbi.nih.gov/news/2022/fnih-announces-
new-research-initiative-identify-more-precise-treatment-strategies 

 

Scored Review Criteria 
 
Application review will be aligned with NIH review of the original HeartShare applications, to include the 
following criteria: 

1. Significance - Will this CC make a significant contribution to the expectations and deliverables listed 
above? Will the data and knowledge generated by this CC lead to a better understanding of HF phenotypes 
and treatment targets? 

2. Investigator(s) - How well does the experience of the PD(s)/PI(s) qualify him/her to lead efforts in 
myocardial tissue acquisition and profiling, to participate in the deep phenotyping study, and related study 
activities (e.g., recruitment, data, image, and biospecimen collection, overseeing multiple components of 
data acquisition)? What is the research team’s track record of leadership and investigations relevant to 
the goals of the AMP HF/HeartShare Study such as elucidation of HFpEF subtypes and identification of 
underlying mechanisms of disease? 

3. Innovation - How well does the proposal for myocardial tissue acquisition and profiling address the 
research need to define HF subtypes and underlying mechanistic targets?  

4. Approach - Does the team have adequate health informatics expertise to conduct the EHR data processes 
necessary to achieve the goals of the AMP HF/HeartShare Study? How rigorous are the applicant's plans 
for patient recruitment and retention? 

5. Environment - To what extent, will the described facilities and other resources be able to effectively 
support the proposed collection of the tissue, data, image, and biospecimen collection of study 
participants? 

 

Additional Review Criteria: 
 

Protections for Human Subjects 
 
For research that involves human subjects but does not involve one of the categories of research that are 
exempt under 45 CFR Part 46, the committee will evaluate the justification for involvement of human subjects 
and the proposed protections from research risk relating to their participation according to the following five 
review criteria: 1) risk to subjects, 2) adequacy of protection against risks, 3) potential benefits to the subjects 
and others, 4) importance of the knowledge to be gained, and 5) data and safety monitoring for clinical trials. 

mailto:hraja@fnih.org
mailto:tkamphaus@fnih.org
https://www.amphf.org/
https://fnih.org/our-programs/AMP/heartfailure
https://www.nhlbi.nih.gov/news/2022/fnih-announces-new-research-initiative-identify-more-precise-treatment-strategies
https://www.nhlbi.nih.gov/news/2022/fnih-announces-new-research-initiative-identify-more-precise-treatment-strategies
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For research that involves human subjects and meets the criteria for one or more of the categories of research 
that are exempt under 45 CFR Part 46, the committee will evaluate: 1) the justification for the exemption, 2) 
human subjects involvement and characteristics, and 3) sources of materials. For additional information on 
review of the Human Subjects section, please refer to the NIH Guidelines for the Review of Human Subjects. 

Inclusion of Women, Minorities, and Individuals Across the Lifespan 

When the proposed project involves human subjects and/or NIH-defined clinical research, the committee will 
evaluate the proposed plans for the inclusion (or exclusion) of individuals on the basis of sex/gender, race, and 
ethnicity, as well as the inclusion (or exclusion) of individuals of all ages (including children and older adults) 
to determine if it is justified in terms of the scientific goals and research strategy proposed. For additional 
information on review of the Inclusion section, please refer to the NIH Guidelines for the Review of Inclusion 
in Clinical Research. 

 

 

https://grants.nih.gov/grants/guide/url_redirect.htm?id=11175
https://grants.nih.gov/grants/guide/url_redirect.htm?id=11174
https://grants.nih.gov/grants/guide/url_redirect.htm?id=11174

