CHS Ancillary Study Proposal Form 
Researchers not affiliated with CHS are welcome to propose ancillary studies. Most researchers need to work with a CHS Sponsor. The list of current CHS Investigators who can sponsor proposals appears in the online CHS directory at http://www.chs-nhlbi.org. 

Submission Deadline:

All ancillary studies must be submitted to CHS a minimum of 6 weeks prior to a grant deadline, preferably earlier if the project involves a subcontract.
Submission Instructions:
New Data Collection studies: Send this completed form (Parts 1 & 2) to Erika Enright eenright@uw.edu. 


Analysis-only studies: Please upload this form (Part 1 only) as part of your online submission of the project’s first manuscript proposal.
Contact information:

General questions: 

Erika Enright, CHS Research Coordinator





eenright@uw.edu, 206-897-1922

Data cost & availability:

CHS Data Management Team





CHSDATA@uw.edu 
Publications Committee:

Ellen Terry, CHS P&P Coordinator






ecterry@uw.edu 

Biological specimens: 

Elaine Cornell, CHS Central Blood Laboratory 








Elaine.Cornell@uvm.edu, 802-656-8963
UW Subcontracts: 

Mary Lou Biggs, CHS Project Director






mlbiggs@uw.edu, 206-897-1945 
Agreement with the Coordinating Center and, if applicable, the CHS Central Laboratory about the costs needed to perform an ancillary study is required for Steering Committee approval.

Data Distribution Requirements:

The Coordinating Center will send individual level main study data to investigators of an approved ancillary study following:
(1) 
CC receipt of new data collected by the ancillary study (when applicable) 
(2) 
Approved manuscript proposal
(3) 
Data and Materials Distribution Agreement (DMDA – applies to all non-CHS Investigators)
For more information, see the CHS Publications and Presentations (P&P) protocol and CHS Ancillary Studies policy online. 
PART 1:    Basic Study Information and Projected Impact on CHS
Draft/Modification Date: 
1) Title of study 
 
1) Grant title (if different from CHS ancillary study title): 
2) Initiating investigator(s) name and full postal address for formal support letter, as well as phone and e-mail address:

3) CHS Sponsor:  
4) Co-investigators:
     
5) Overlap with ongoing CHS projects:   Please confirm that you have reviewed any potential areas of overlap by checking the current list of approved ancillary studies on the internal CHS website at chs-nhlbi.org/Internal/AStudy. 
     
6) Type of study (check one):
 FORMCHECKBOX 
  New Data Collection:

I propose to collect or create new data in CHS, whether directly from participants or from previously collected participant samples, images, data, or other sources (e.g., medical records).
Please complete both Parts I and II of this form and email with your lab repository impact report (if relevant) to Erika Enright at eenright@uw.edu.  
 FORMCHECKBOX 
  Analysis-only:

I propose to analyze existing CHS data only, in a paper or series of papers, as part of a new external funding application.
Please complete part 1 ONLY of this form and include it as an uploaded supplemental file in your corresponding first manuscript proposal. The manuscript proposal template is located online and requires a CHS web account (see the main Submission Page for more details).  You will be asked to briefly describe subsequent planned analyses in the manuscript proposal form. 
7) Funding:
7) Source: 
7) If NIH, funding mechanism: 
7) Grant due date: 
7) Proposed grant Start date: 
7) Does this study involve the support or collaboration of a for-profit entity? 
For-profit involvement will necessitate that the dataset exclude participants who did not consent to use of their data by private companies.
Note: Proposals for 3rd party industry-sponsored studies may require a formal agreement between the sponsor and your institution. Agreements should be drafted according to NHLBI Guidelines at http://www.nhlbi.nih.gov/funding/policies/thirdparty.htm  and sent to the NHLBI for review and concurrence as a condition for NHLBI approval of the proposal prior to completion of any DMDA.  
7) Do you intend to use the data to patent any process, aspect or outcome of the analysis? 
7) Does this funding come with a requirement to post data?   No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   If yes, please explain:  

7) Estimated overall direct grant costs (please provide an estimate even if a final figure is not available):

	FY01
	FY02
	FY03
	FY04
	FY05

	$ 
	$ 
	$ 
	$ 
	$ 


i. If estimated direct costs ≥ $500K in any year do you have pre-approval from NIH to submit the application? (required)  
ii. Does your institution permit Fee-for-Service Invoicing for services rendered by the University of Washington (CC) and/or the University of Vermont (Laboratory)? 
8) Sample Size:  Explicitly state the size and any special characteristics of the participant sample.

            
9) Participant Involvement:   Will participants be contacted, interviewed, or examined?   No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   
If yes, describe participant involvement and estimate the time required of each participant:  
10) Biological Specimens:  No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   If yes, please answer the questions below. Investigators must contact the CHS Central Blood Laboratory to discuss these considerations and obtain a repository report to submit with this proposal. Please also view the CHS Biospecimen Policy before completing the following questions: 

a) Date of accompanying Lab Repository Impact Report (required unless requesting only amplified DNA): 


b) DNA : Note: Amplified DNA will be used; if genomic DNA is needed, justification is required.  
Specify amount of DNA: 
Justification (genomic DNA only): 
c) Blood or Urine 

i. Study year(s) for which blood or urine samples are to be used: 
If requesting Year 2 or 5 specimens, please provide justification for why a later sample year cannot be used:


 If requesting year 18 samples, please confirm you have contacted Dr. Anne Newman, PI of the CHS All Stars study, to request their use:
No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   N/A  FORMCHECKBOX 
    
ii. Sample type (e.g., serum, EDTA, citrate): 
iii. Specify minimum sample volumes needed: 
iv. Requirement for frozen vs. previously thawed samples (if the latter, please indicate whether there are any limitations on the number of freeze-thaw cycles): 
v. Efforts to integrate sample needs with those of other studies to conserve sample and/or limit freeze-thaw cycles: 
vi. Where will the lab work be conducted? If you are requesting the Central Lab to do the sample analysis, please communicate with a Lab Investigator (Drs.Tracy, Cushman, or Olson). If you are using an outside lab, please provide exact name and address:

      
vii. Projected timeline for:
a) pulling samples and shipping: 
b) sample analysis:      
c) return of samples to Lab: 
11) CHS Reading Center PI Involvement:  If your study proposes to reread previously collected CHS materials (echocardiography, ECG, brain MRI, carotid and abdominal ultrasound, spirometry, oximetry, or retinal photography) please confirm that you have contacted the relevant Reading Center PI listed in the online CHS directory:

No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
 N/A  FORMCHECKBOX 
   
12) CHS Medical Records: No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   If yes, describe the planned medical record review:  
13) CHS Data:  Summarize the CHS data (demographics, risk factors, events, etc.) and analyses needed for the ancillary study to be analyzed:
      
14) CHS Coordinating Center Involvement:  Describe the effort and estimated time required of CHS Coordinating Center staff. A quote for services will be prepared according to your answers and sent for your review: 
14) Please check all that apply:
 FORMCHECKBOX 
 Data set preparation 
 FORMCHECKBOX 
 Sample selection
 FORMCHECKBOX 
 Assist in data collection or preparation of forms or software
 FORMCHECKBOX 
 Check newly collected ancillary study data for errors and quality (required)
 FORMCHECKBOX 
 Statistical analysis of data for manuscripts (includes data set preparation)
 FORMCHECKBOX 
 Verify results of statistical analyses (required for locally-analyzed studies that wish to protect intellectual property or that involve restricted funding from a for-profit entity.
 FORMCHECKBOX 
 Other (specify): 
14) How many manuscripts do you estimate will be written from the ancillary study? 
15) Genetic information (defined as any data from a participant’s DNA):

15) Does your proposal contain the use of genetic data? (please check one)

 FORMCHECKBOX 
 No (skip to question 16)                 FORMCHECKBOX 
 Yes (please see questions 15b-e)

15) Do you propose to perform any new genotype assays?
No  FORMCHECKBOX 
  Yes  FORMCHECKBOX 
   If yes, please describe the type of assay (eg Exome chip, GWAS, WES, WGS, methylation):

15) Is genetic information used to address a primary aim or secondary aim of the CHS? (please check one or both)

 FORMCHECKBOX 
 Primary aim (heart and vascular disease)

 FORMCHECKBOX 
 Secondary aim (other health conditions)

15) Should genetic results be reported to patients’ physicians? Base your response on your knowledge of existing literature and current practice regarding increased risk and availability of treatment for adverse outcomes associated with the gene mutations to be studied. Describe the plan for addressing any relevant clinical or other (ethical, legal, or social) implications of the findings. 
15) If your proposal requires genetic informed consent, state the estimated number of participants who have the appropriate consent. 
16) Clinical Implications: Will the findings have clinical implications? If so, describe the plan for reporting results to participants and providing recommendations for follow-up. 
17) Rationale and Impact: Why do you propose to conduct the study within CHS? Why not use other populations? 
a) Advantage of conducting the study within the CHS cohort: 
b) Impact on ongoing CHS study or other ancillary studies: 
18) Assurances:  Please provide the following assurances (check each): 
 FORMCHECKBOX 
 The Ancillary Study PI will report progress of the study as requested.

 FORMCHECKBOX 
 Confidentiality of CHS participants will be maintained. 
 FORMCHECKBOX 
 Data collected by the Ancillary Study, with documentation, will be provided to the CHS Coordinating Center for integration into the main database. After that has been done the Ancillary Study investigators will receive the integrated file containing data from the main study. 
(The ancillary study PI is given the first and exclusive opportunity to analyze, present and publish data collected by the ancillary study, with certain conditions. Ancillary study data are available for additional uses by other investigators one year after data are sent to the Coordinating Center. Collaboration with the ancillary study investigators who collected the data is encouraged. An ancillary study PI who wishes to extend the period of protected use must send a written request with justification to the Steering Committee for review. CHS manuscript proposal policies will be followed in all cases.  
In addition, limited access data will be made available to the public in accordance with the NHLBI Policy for Distribution of Data at BioLINCC (see https://biolincc.nhlbi.nih.gov/home/ ).  These study data, with certain deletions and recoding, are released to requesting institutions and investigators for specific purposes, with certain restrictions and conditions. This policy requires that data from ancillary studies be included in the CHS limited access data set submitted to NHLBI no later than 3 years after completion of the ancillary study (or 2 years after the ancillary study data set is finalized for use in publication, whichever comes first).  
NIH policy may also require these data to be deposited in dbGaP.  Deposit in any other repository and/or by any entity other than the CHS Coordinating Center must be approved in advance by CHS.                                                        

PART 2  [New Data Collection Studies only]:    Description of Proposed Study 
Please provide a brief (2 to 4 page) description of the proposed study. Include the following:

1. Background and rationale
2. Study questions or hypotheses
3. Methods, including detailed laboratory methods (if applicable), data to be collected, data needed from the CHS main study (including events), and a summary of the analysis plan. 
4. Sample size justification
5. Methods for handling confidentiality and informed consent
6. Literature references
[Please enter / paste here or submit as a separate document with Part 1]:
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