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Ancillary Study Proposal Form
Atherosclerosis Risk in Communities (ARIC)

Before Completing This Form:
Most ancillary studies require involvement from the ARIC Coordinating Center and/or ARIC laboratories (e.g., data access, sample pulls, ID listings). Investigators should review the ARIC Coordinating Center fees for non-contract work document and consult with their ARIC sponsor early to ensure that appropriate effort and costs are included in the grant application.

If this study involves participant burden, it will need to be approved by the ARIC Observational Study Monitoring Board (OSMB). Please make sure Dr. Kunz, the ARIC project officer, has the version of the proposal you want the OSMB to review. Please allow at least two weeks for OSMB review after you have received approval of your proposal by the ARIC Ancillary Studies Committee.

Administrative Cover Sheet
Investigator Information
Proposal Title: 			
Principal investigator(s) (name, institution, address, phone, e-mail address):

ARIC sponsor(s) name: 		
Date of ARIC sponsor approval of this proposal: 		
List collaborators with email addresses (must include the name of at least one ARIC investigator who will serve as the sponsor and has reviewed and approved this proposal): 

Funding Information
Funding source (institute and grant mechanism): 		
Date of grant submission (if applicable): 			
Proposed project start and end dates: 			
Proposal Submission Type (check one)
☐ New Proposal     ☐ Revision   ☐ Amendment   ☐ Renewal
Notes: For a revision, please track changes and provide a point-by-point response to concerns raised during the initial review. For an amendment or renewal, please include an overview (high level summary) of changes and submit tracked changes (marked up) and clean versions.
IRB (Local or sIRB): 			
Which activities and resources are needed for this proposal? (check all that apply)
☐ Participant involvement (i.e., collection of any new data from participants) 
☐ Coordinating Center involvement
☐ Biospecimen requested
☐ Genomics or Other Omics involved
☐ CMS data requested
☐ Data analysis only
☐ Image data or other biometric data requested
☐ New data to be generated (e.g., analytes and results derived from processed imaging data)
Brief Summary of Proposed Research,  Projected Impact, and Burden on the ARIC Study (<100 words). 
Please describe (1) the scientific aim(s) of the proposed research, and (2) how the proposed work will use ARIC resources at the field centers, Coordinating Center, and/or labs (e.g., participant contact, data access, laboratory or biospecimen requests, etc.). Comment specifically on any contact with ARIC participants and/or involvement of ARIC staff.

Note: If the proposed scope changes, those changes need to be submitted for review.
Basic Study Information and Projected Impact on ARIC
Study Type (check one)
☐	Data analysis only (including pooling projects/meta-analysis)
☐	Laboratory/biospecimen use only (with data access)
☐	Participant contact AND laboratory/biospecimen collection or use
☐	Participant contact but NO laboratory/biospecimen collection or use
If research includes laboratory/biospecimen use, please briefly summarize biospecimen type, location, and availability. Please work with your sponsor and/or contract ARIC investigators before proceeding.

IRB Plan
Select the IRB plan for this ancillary study (either sIRB or Local IRB) and the reason(s) for selection.
☐	Single IRB (sIRB) (check all that apply)
☐	new data collection directly with ARIC participants 
☐	use of medical records
☐	lab analysis of ARIC stored samples that use identifiers or require reporting data back to participants
☐	more than one center will see PHI for the study
☐	 there eventually may be an FDA application
OR
☐	Local IRB (check all that apply)
☐	proposals that only use existing ARIC deidentified data (e.g., most student projects, career development projects) will qualify as exempt or non-human subjects research
☐	exclusively single center proposals (this can include some investigators at other sites who are only coauthors or provide services but never see participants or PHI)
☐	lab studies where the ARIC component is already approved in the sIRB parent protocol
How do you anticipate accessing ARIC data for this study? (check all that apply)
☐	ARIC pSITE (a participating ARIC site where an ARIC investigator/institution has direct access to ARIC data and participates in ARIC governance and research activities; e.g., Johns Hopkins University, University of North Carolina at Chapel Hill). If checked, list ARIC pSITE:
	 
☐	ARIC Hub (an approved group of investigators within an institution that can share ARIC data under a common data management structure). If checked, list ARIC Hub: 
	 
☐	Receive directly from the ARIC Coordinating Center (refer to ARIC Coordinating Center fee structure for costs)
☐	Access via a NIH Repository (check all that apply):
☐	BioLINCC
☐	BioData Catalyst (BDC)
☐	dbGaP
☐	TOPMed (Please consult with Dr. Eric Boerwinkle regarding the appropriate use of TOPMed-sponsored data)
Summary of ARIC centers and tasks involved
ARIC Field Centers
	Center Name
	Enroll or examine participants (N) 
	Site-specific considerations

	Forsyth Co. Field Center
	
	

	Jackson Field Center
	
	

	Minnesota Field Center
	
	

	Washington Co. Field Center 
	
	


Describe effort (and estimated time) required of ARIC staff at each participating Field Center. Include consent, collection of samples, etc.

Labs and Reading Centers
	Center or Lab Name
	Provide samples or images (N participants)
	Provide data files (yes/no)
	Analyze or process data (yes/no)

	Omics Central Lab
	
	
	

	MN Chem Lab
	
	
	

	Lipid Central Lab
	
	
	

	ECG Reading Center
	
	
	

	MRI Reading Center
	
	
	

	PET Reading Center
	
	
	

	Other (please specify:           )
	
	
	


ARIC participant involvement 
☐	Yes
☐	No (skip to Section 5)
Participant involvement.
Describe number of subjects needed; special characteristics of study population; age and sex distribution. Will participants be contacted, interviewed, examined, or asked to provide specimens? Will this contact be embedded into an existing clinic visit or involve a separate (de novo) visit? Will the study involve radiation or administration of a drug or contrast?  

Estimate time required of each participant.   

Describe any human subject protections issues including level of risk to participants and protections against risk. 

Describe ARIC Coordinating Center involvement 
Unless strong justification is provided, most ancillary studies require involvement from the ARIC Coordinating Center. This includes studies limited to data analysis or use of existing ARIC data, as these activities typically require Coordinating Center support for data preparation, documentation, and/or review. Investigators should review the ARIC Coordinating Center fee structure and consult with their ARIC sponsor early in the planning process to ensure that required Coordinating Center effort and costs are appropriately reflected in the study budget. If activities will be performed at the Coordinating Center, support for these activities should be budgeted in the grant application. 
Investigators should review the ARIC Coordinating Center fees for non-contract work posted on the ARIC website and consult with their ARIC sponsor early to ensure that appropriate effort and costs are included in the grant application.
Will the ARIC Coordinating Center be involved in this study?
☐ Yes     ☐ No 
If NO, briefly justify why Coordinating Center involvement is not required . 

If YES, check all anticipated activities:
☐ Data access or dataset preparation [you will complete the ARIC Dataset Request form after approval]
☐ CMS data access
☐ Data management (for a study proposing data collection, e.g. CDART development)
☐ Data integration or documentation
☐ Statistical analysis
☐ Sample pull or ID listing 
☐ Quality control/assurance (e.g., blind duplicate QA/QC)
☐ Project management or regulatory support
☐ Other (please specify): 		
	If YES, have you discussed this proposal with an ARIC Coordinating Center representative?
☐	Yes (please specify ARIC Coordinating Center contact name: 		)
☐	No
Will CMS claims data be used? ☐ Yes ☐	No
If YES, please list the requested CMS files (both type and years of data):

If YES, please describe the CMS-related Coordinating Center support included in the budget:

Coordinating Center Budget Acknowledgment (check all to confirm agreement)
☐  I have reviewed the ARIC Coordinating Center fee structure.
☐ I have discussed Coordinating Center involvement with my ARIC sponsor.
☐ Coordinating Center effort has been considered in the project budget.
Data Expected From this Study
Will this project generate new data?  ☐ Yes   ☐ No 
How will study data be collected and managed?
☐ Coordinating Center will manage data collection and tracking
☐ Ancillary Study team will manage data collection and tracking locally and transmit a data file to the Coordinating Center
☐ Other (please specify): 		
Will the Coordinating Center be responsible for preparing study forms or databases?
☐ Yes     ☐ No 
If yes, please describe.

Reading Center and Laboratory Involvement
Will a Reading Center and/or laboratory be involved?
☐ Yes     ☐ No
If yes, how will data be transferred and processed?
☐ Data will be sent directly from the Reading Center/Laboratory to the Coordinating Center for processing
☐ Data will be processed locally by the Ancillary Study and then sent to the Coordinating Center
☐ Data will be processed by the Reading Center/Laboratory before transfer to the Coordinating Center 
☐ Other (please specify): 		
Stored ARIC specimens (If not using specimens, skip to Question 9) 
If stored specimens will be requested from the ARIC Laboratories, support for these activities should be included in the grant application. Please contact the appropriate lab for estimates and budgeting requirements.
Describe materials to be used (e.g., stored plasma, urine, DNA). If blood samples are requested, please review the Criteria for Approval section of the Ancillary Study Policy in consideration of your description of the following:



Study participants and material requested:
	Yes/No
	Cohort
	Total Number of Specimens
	Full Cohort
(or          )
	Number of Cases
	Number of Controls

	
	All parent study participants 
(or      )              
	
	
	
	

	
	Specify sample and specimens in each sample/stratum
	
	
	
	


	
	Type of Specimen
	N
	Volume Requested
	Time point 
(e.g. visit*)
	Specify proposed lab and analytes to be assayed at catch lab (be specific)

	Serum
	
	ul
	
	

	EDTA plasma
	
	ul
	
	

	Citrate plasma
	
	ul
	
	

	DNA
	
	ug/ng
	
	

	PAXgene/RNA
	
	--
	
	

	Urine
	
	ul
	
	

	Other (specify)
	
	
	
	


* Please contact ARIC in advance and indicate here how many tubes of each visit and type you are requesting.
Is the proposed work consistent with the stipulations in the ARIC informed consent form (the informed consent forms can be obtained from the collaborating ARIC investigator)?  
☐ Yes ☐ No
Samples that cannot undergo a freeze-thaw cycle
Are thawed/re-frozen acceptable?  ☐ Yes    ☐ No
If No, specify reasons for specific assays.

Describe the plan for any residual sample volume.

Have you considered if another study could utilize the samples after the initial round of testing is complete?  ☐ Yes     ☐ No
Describe efforts to integrate sample needs with those of other studies to conserve sample and/or limit freeze-thaw cycles.  

If approved, when will samples be requested for retrieval?  

If approved, describe the sample handling plan and how residual material would be aliquoted, preserved, and returned to an ARIC biorepository for future use (studies will need to budget for aliquoting and return shipping).

Genomic information (defined as any data from a participant’s DNA): 
Does your proposal include any genomic materials?  ☐ Yes    ☐ No (skip to Question 10)
Name the gene(s), genotypes, SNPs, RNASeq, and DNA methylation to be investigated: 
 
Is genetic information used to address a primary aim or secondary aim of ARIC? 	
(please check one or both)
☐ Primary aim (heart/vascular disease)
☐ Secondary aim (other health conditions)
     List the conditions addressed: 									
Artificial Intelligence / Machine Learning for Data Analysis or Processing
Will this proposal use artificial intelligence (AI), machine learning, large language models, or other advanced analytic methods?  
☐ Yes    ☐ No
If YES, briefly describe.


Study Rationale, Coordination, and Data Sharing
For‑Profit Involvement or Intellectual Property
Does this study involve the support or collaboration of a for-profit corporation, or intent to use the data to patent any process, aspect or outcome of the analysis? 
☐ Yes    ☐ No
If YES, briefly describe.

Value of Conducting the Study in ARIC
What is the advantage, both to ARIC and yourself, of conducting the study within the ARIC cohort versus another population?  

Impact on and Coordination with Ongoing ARIC Studies
Discuss impact on and coordination with ongoing ARIC studies (main study or other Ancillary Studies): 

Reporting of Clinically Relevant Results
If the study will have clinical implications, explain and describe the plan for reporting results to participants and providing recommendations for follow up:

Data Transfer to the Coordinating Center
Ancillary Study investigators are expected to provide all newly collected study data to the ARIC Coordinating Center for integration into the ARIC database. Data submissions should include both processed analytic datasets and sufficient supporting information to permit future interpretation and reuse of study results. Note that integration of ancillary study data into the main ARIC cohort database requires Coordinating Center effort and should be budgeted accordingly. Data submissions should include: 
· Data files containing newly collected measurements, laboratory results, and other study data; 
· Variable labels and coding information; 
· Documentation of study methods and protocols; 
· Visit information and timing of data collection;
· Data processing procedures, exclusions, and analytic considerations; 
· Other documentation necessary to support future use and interpretation of the data. 
Data products may include, but are not limited to: derived variables, imaging measurements, wearable-device outputs, machine-learning predictions, omics assays, annotations, software code, algorithms, or other research products.
Will the ARIC Coordinating Center receive data generated by this Ancillary Study? 
☐ Yes    ☐ No
If YES, when do you anticipate having the data generated? 		
If NO, please provide justification: 		
Data Access and Sharing
The Ancillary Study Principal Investigator will have the first opportunity to analyze, present, and publish data collected under the auspices of their Ancillary Study. In accordance with the NHLBI plan for implementing the 2023 NIH Data Management and Sharing (DMS) Policy in its cohort studies, the ARIC Coordinating Center will implement an annual data submission process to NIH data repositories including BioLINCC, the database of Genotypes and Phenotypes (dbGaP) and BioData Catalyst (BDC). Unless otherwise approved by the ARIC Steering Committee, ancillary study data will become available for additional research during the annual November submission to the NHLBI repositories, provided at least six months have passed since the distribution of frozen data to the Ancillary Study PI. Otherwise, submission will occur the following year. Frozen datasets will be shared simultaneously with ARIC Data Recipients, BioLINCC/BDC and dbGaP (see ARIC Memo #063.2025 for details). 
Requests for exceptions to these guidelines for data sharing must be submitted in writing to the ARIC Steering Committee. Reasonable and justified requests for restrictions on data access will be considered. 
Do you anticipate requesting any restrictions or special provisions regarding data sharing?
☐ Yes    ☐ No
If YES, please describe: 		

Publications and Investigator Assurances
How many papers do you estimate will be written from the Ancillary Study? 

You will need to submit an ARIC manuscript proposal for each paper. Each resulting abstract and manuscript will need to be submitted to the Publications Committee for review. All manuscript proposals must be submitted by the specified deadlines. Late submissions may not be reviewed until the next month. For current policies and deadlines, see: Policies, Forms, Guidelines | ARIC
ARIC Main Study Variables to be Analyzed


Please clearly identify any requests for Limited data (including CMS, Genomic, Geocoded, and Proteomics/Somalogic data) which may require special permissions and Committee approval.
Will you need Limited data to complete the proposed ancillary study? 
☐ Yes, Limited data is needed. 
☐ No, De-identified data will be sufficient. 
If YES, provide a brief justification for requesting PHI data: 

If receiving data from the ARIC Coordinating Center, lab, or reading center, you will need to complete the ARIC Dataset Request form AFTER your ancillary study is approved.
Provide the following assurances (check each to confirm agreement):
☐ I acknowledge that the confidentiality of ARIC participants will be maintained.
☐ I acknowledge that the Ancillary Study PI will abide by all ARIC policies and procedures, including compliance with all requirements outlined in the DMDA.
☐ I acknowledge that the Ancillary Study PI will report progress of the study as requested.
☐ I acknowledge that the Ancillary Study PI will develop and submit a manual of procedures, if required, and quality control plans for their ancillary study.  
☐ I acknowledge and agree to comply with ARIC data sharing requirements as described in the ARIC Data Sharing Policy. 
☐ I acknowledge that an ARIC manuscript proposal must be submitted and approved prior to preparation of each manuscript.
☐ I acknowledge that abstracts and manuscripts must be submitted for review under ARIC Publication Policies.
☐ I acknowledge that the Ancillary Study PI will notify the ARIC Steering Committee of any substantial changes to study aims, design, staffing, funding, or resource utilization after approval.

Ancillary Study Proposed Research Plan
Please provide a concise description of the proposed study (2 to 4 pages, excluding references) that addresses each of the sections outlined below. Include any relevant forms or questionnaires in an Appendix. 
Specific Aims 
· Provide a brief overview of the proposed ancillary study.
· Describe the overall objective of the project.  
· State the specific aims and primary hypotheses.
Significance 
· Describe the scientific rationale for the proposed study.
· Explain the importance of the research question and the gap in knowledge that the study will address. 
· Describe how the proposed work will build upon and extend existing ARIC data, specimens, and resources. 
· Explain the potential contribution of the study to the field and future research, clinical practice, or public health (i.e., Innovation). 
Approach 
· Describe the overall study design. 
· Define the study population, including eligibility criteria and anticipated sample size.
· Provide an overview of data collection procedures and a brief description of any measures (attach any relevant questionnaires, forms, protocols, or study instruments).
· Describe the exposures, outcomes, and other variables to be used. 
· Statistical Methods and Analysis Plan. 
· Provide justification for the proposed sample size and discuss statistical power (i.e., power calculations).
· Describe any planned subgroup or sensitivity analyses. 
Timeline
· Provide an estimated project timeline, including key milestones.
References
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