New CHS Collaborator Agreement
- Expectations and Policies -
November, 2017
CHS Website URL: https://chs-nhlbi.org/
BACKGROUND AND INVITATION TO COLLABORATE:

The Cardiovascular Health Study (CHS) is a multicenter cohort study initiated in 1989 to investigate risk factors for cardiovascular disease in adults 65 years or older.  Between 1989 and 1999 annual clinic visits alternated at 6 month intervals with phone contacts.  From 1999 to the present time, 6-month phone follow-up continues.
The CHS investigators have been very successful in publishing CHS findings. The generation of new articles has been done in an orderly manner that depends on authors’ adherence to established policies that are critical to the conduct and success of collaborative studies like CHS.
The CHS investigators welcome collaboration with new researchers, who are encouraged to make use of available CHS biospecimens and the growing wealth of CHS data.  Many young Collaborators from non-CHS institutions have quickly become knowledgeable CHS experts in their own areas of interest. In fact, an increasing number of publications and ancillary studies are by non-CHS Investigators.
For these interactions to be fruitful and productive, all investigators must abide by CHS policies.  Listed below are those that apply to you.

GENERAL STUDY ACCESS REQUIREMENTS  
Note: All of the forms below are available on the external CHS website.
Requests to write a paper using CHS data require approval of a CHS Manuscript Proposal Form. Requests to collect additional CHS data, or to utilize existing CHS data as part of a grant application require an approved CHS Ancillary Study Proposal Form.  In some cases, both forms will be needed.  
Papers may be written in collaboration with an analyst at the Coordinating Center; alternatively, an investigator may request access to data in order to perform statistical analyses.  For both services, funding may be required.  Access to data requires completion of a Data and Materials Distribution Agreement (DMDA) in addition to an approved paper proposal. 
Both Manuscript proposals and Ancillary Study proposals require:
· A hypothesis that does not duplicate work already completed or proposed in CHS
· A CHS Sponsor participating as coauthor or co-investigator
· Review and approval by all coauthors or co-investigators prior to submitting the proposal to the CHS Committees.
Specific aspects of the above list of requirements and information about accessing data follow.
Unique Hypothesis
Your Sponsor should provide initial guidance about your proposed topic.  A bibliography of CHS publications can be accessed by anyone on the CHS web page.  However, the most effective way to review published and ongoing CHS papers is by requesting an online account to search the relevant databases on the password-protected internal CHS website. 
CHS Sponsor
Access to the full CHS resource requires an official CHS Sponsor. The Sponsor serves as the formal liaison to the Study and must also be a CHS Investigator (see online directory list).  The Sponsor is responsible for providing help accessing the CHS internal website, participating on any projects involved, ensuring that the proposal can be addressed within CHS, reviewing the proposal before submission to the appropriate CHS committee and communicating CHS policies to the Collaborator.  A sponsor also writes a letter of introduction to accompany a new author’s first paper proposal.  
Review by Coauthors/Co-investigators

It is expected that all CHS proposals submitted for review have been reviewed and approved by all of the coauthors or co-investigators listed. If this was not possible, the circumstances must be explained to the CHS Coordinator upon submission. 
Data and Materials Distribution Agreement (DMDA) and Data Request Form
Access to raw CHS data or CHS materials, whether obtained directly from CHS or from a Sponsor or PI, requires a signed Data and Materials Distribution Agreement (DMDA).  The agreement requires review by your institution’s Internal Review Board (IRB). IRB review may be “exempted,“  “expedited,” or “full.”  Upon receipt of a fully executed DMDA and an approved paper proposal, data may be obtained by submitting a Data Request form to the Coordinating Center.  These forms are available via the Researchers/Forms & Agreements menu on the internal CHS website.  
When filling out the Data Request Form, it is important to include the actual variable names and years of collection from the Longitudinal Data Dictionary (LDD) for each variable. The LDD is located on the external CHS website’s Data & Documentation page.  Funding may be required to have a data set prepared at the Coordinating Center.  For more information, visit the Data & Specimens page in the Researchers menu on the external website.
Ancillary Study Proposals
Ancillary study proposals must be submitted to CHS at least 6 weeks prior to a grant submission – preferably sooner if a subcontract is required.   Proposals requesting biospecimens undergo review by the Laboratory Committee and must be accompanied by a Repository Impact Report obtained from the CHS Laboratory.
Proposals not funded within 2 years must reapply for CHS approval or provide evidence that the proposal is under active consideration for funding.
Ancillary Study Modifications and Renewals
For simple modification requests (for example, adding a genotype), a modification request memo describing the proposed change must be submitted for notification.  For more significant modifications, the memo should be accompanied by a revised study proposal that indicates via highlighting or tracked changes what is being proposed beyond the approved plan.  The memo should address how the proposed modification falls within the scope of the existing study (or why it is closely linked) and should also describe any additional biosamples that will be needed as well as a revised Repository Impact Report.  Renewal of an ancillary study that involves major new aims or new participant contact requires a new proposal. If the new aims are minor, however, an amendment to the original study proposals should be submitted as described above.  An ancillary study that applies for a supplementary grant to add new activities should be submitted as a modification request.
A list of specific guidelines as well as the current CHS Ancillary Study proposal template can be found online.
Manuscripts
Manuscript proposals must be submitted via the online form on the internal CHS website. 
Modifications to Manuscript Proposals:

Requests to significantly modify a manuscript proposal must be submitted for formal review by the P&P Committee. Requests to modify the ancillary study from which data for the ms proposal derive must first be reviewed at the ancillary study level (unless the study itself involves secondary data analysis only). Changes to writing groups should also be submitted to the Publications Committee for formal review.
Significant modifications would include plans to add additional outcomes, change the main exposure or make other substantial changes that would have the potential to overlap with other ongoing or proposed work in CHS.  Formal modification requests are not needed to add covariates, or slightly modify the analytic approach. Please describe what has changed when you submit the revised proposal.
"Split-off” Analyses: 
If the analyses were already approved in a "parent" paper that resulted in excessive data for one manuscript alone, please complete and submit a paper proposal for each additional paper along with a brief rationale for and description of the split. If the split-off paper has already been written, you may substitute its abstract for the narrative portion of the proposal. You should also submit a revised analysis plan for the parent paper so that P&P Committee may determine the appropriateness of the split, and so that the CHS website accurately describes each individual paper. 
Penultimate Draft Manuscript Review:

In most cases, the penultimate draft of your manuscript must be preceded by an approved paper proposal and be submitted for CHS review prior to journal submission. The paper must include:

· A statement confirming coauthor review and approval of the submission.  Guidelines exist for managing coauthor review at this stage. 

· The appropriate list of CHS funding numbers found in the current CHS & NHLBI Acknowledgment Guidelines.
· Notification of whether the Writing Group includes NHLBI personnel (signals the need for simultaneous NHLBI review).
Journal Submission:
Papers whose penultimate draft manuscript has been approved by CHS and NHLBI (if applicable) may be submitted to journal for publication with notification to the P&P Coordinator (either via email or your paper’s online record). Notification is also required when your paper is accepted by the journal.  Journal-directed revisions do not require additional study review unless additional analyses are requested that would exceed the original scope of the paper such that a problem of overlap with other CHS papers may arise.  
PubMed Central:
As of April 7, 2008, all peer-reviewed manuscripts arising from NIH-funded studies like CHS must be submitted to the digital archive PubMed Central (PMC) upon acceptance so that they made publicly available no later than 12 months after publication. Before you sign a publication agreement or similar copyright transfer agreement, make sure that the agreement allows your CHS paper to be submitted to NIH in accordance with this NIH Public Access Policy.  Full details and instructions may be found on the NIH Public Access Policy on the CHS website.
Publication:
Finally, please remember to update your online record to notify the P&P Coordinator when you submit your manuscript to journal and also whether or not it is accepted.  If it is accepted, please remember to notify the NHLBI Project Office as well.

Abstracts and Presentations
Abstracts and presentations of CHS data must adhere to the current policy online.  Questions concerning issues not addressed here should be directed to the P&P Coordinator.

Agreement:

I have read, understood, and agree to abide by the policies of the Cardiovascular Health Study outlined herein.  I acknowledge that failure to adhere to study policies may disqualify me from investigator or collaborator status.  

Signature (NOTE: please sign and file this form with your CHS Sponsor)
Investigator: _______________________________________
Date: ____________________
Institution:  __________________________________________

