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VITamin D and OmegA-3 TriaL (VITAL) Ancillary Study Form

(*Please submit to below email addresses or fax number at least 8 weeks before planned submission of grant application*)

1.  Title of Proposed Ancillary Study:  _________________________________ 

2.  Your name:  ______________________________

             Email: ____________________________

                   Phone and fax:  _____________________________________________           

                   Mailing address:  ____________________________________________

                   Preferred method of contact:  __________________________________

3.  Date of request (today’s date):  ________________

4.  Have you discussed the request with a VITAL P.I.?   ___No    ___Yes (P.I. name: _________)

5.  Please provide the specific aims of the ancillary study on an attached sheet (maximum length two pages)

6. Specific questions related to the proposed ancillary study:

a) Planned date of submission of the grant application:     ____________

b) Funding sponsor (NIH, Foundation, Industry, Other):  ____________

If NIH, please specify Institute:  ______________________________

7a.  Will your ancillary study require pre-randomization data collection? 

  __No

  __Yes  (specify details below, such as baseline questionnaire data, medical records, or plasma/serum/DNA samples beyond that for the parent grant --  attach additional pages as needed):  

7b.  Baseline questionnaire data (specify and provide draft of questions):  __________________________________________________________________________________________________________________________________________________________

7c.  Baseline medical records (specify if you propose to use CMS linkage):  _________________________________________________________________________

7d.  Baseline plasma/serum/DNA samples (if plasma/serum specify whether EDTA, heparin or citrate; specify volume, sample size, and any special processing required [note that EDTA, citrate and sodium heparin whole blood will be collected on ~70-80% of participants at baseline and in a sample of ~6000 at follow up]:

________________________________________________________________________________________________________________________________________________________________    ________________________________________________________________________________

 7e.  Proposed lab(s) for assays and/or genotyping (most VITAL plasma/serum assays will be done at Nader Rifai’s or Bruce Hollis’ lab and DNA extraction/genotyping in the Division of Preventive Medicine’s facility; if not using these labs, please explain why):  ________________________________________________________________________________________________________________________________________________________________

 7f.  In-clinic measurements in a sample at baseline (provide sample size and summary of measurements, e.g. anthropometrics, glucose tolerance testing, DEXA, other imaging studies, etc):  ________________________________________________________________________________________________________________________________________________________________

7g.  Do you plan to make use of Clinical Translational Science Centers (CTSCs), General Clinical Research Centers (GCRCs), in Boston (specify details, including number of participants to be studied at baseline): 

_____________________________________________________________________________________________________________________________________________________________

7h.  Other (specify): ________________________________________________________________

8a)  Will your ancillary study require follow-up data collection? 

  __No

  __Yes  (specify details below, such as questionnaire data, medical records, or plasma/serum/DNA samples and specify time points for each -- attach additional pages as needed):  

8b.  Follow-up questionnaire data (specify time points and provide draft of questions):  __________________________________________________________________________________________________________________________________________________________

8c.  Follow-up medical records (specify if you propose to use CMS linkage):  ______________________________________________________________

8d.  Follow-up plasma/serum/DNA samples (if plasma/serum specify whether EDTA, heparin or citrate; specify volume, sample size, time points of collection, and any special processing required): 

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________   

8e.  Proposed lab(s) for assays and/or genotyping (see comments above):  ________________________________________________________________________________________________________________________________________________________________

8f.  In-clinic measurements in a sample (provide sample size, time points for follow-up measurements, and summary of measurements, e.g. anthropometrics, glucose tolerance testing, DEXA, other imaging studies, etc):  

________________________________________________________________________________________________________________________________________________________________

8g.  Do you plan to make use of Clinical Translational Science Centers (CTSCs), General Clinical Research Centers (GCRCs), in Boston (specify details, including number of participants to be studied at follow-up; include time points): ________________________________________________________________________________________________________________________________________________________________

8h.  Other (specify):  __________________________________________________________________

Please email the completed form to both VITAL investigators at the below email addresses or FAX to 617-731-3843 (response will be provided within 2-3 weeks):

JoAnn E. Manson, MD (jmanson@rics.bwh.harvard.edu)

Julie E. Buring, ScD (jburing@rics.bwh.harvard.edu)

                                                 THANK YOU!!  

