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The Systolic Hypertension in the Elderly Program (SHEP) 
Data Distribution Agreement 

  
 
The National Heart, Lung, and Blood Institute (NHLBI) and ro                                             
hereby enter into this Distribution Agreement as of the date specified on the final page hereof. 
 
PRELIMINARY STATEMENT 
 
The National Heart, Lung, and Blood Institute (NHLBI) has supported collection of data from 
participants in The Systolic Hypertension in the Elderly Program (SHEP), hereafter referred to as 
“Study”.  This well-characterized population provides a unique scientific resource.  Promoting 
optimal use of it on a national scale will require a large and concerted effort that may exceed the 
research capacity of currently available Study investigators.  The NHLBI and the researchers it 
supports have a responsibility to the public in general, and to the scientific community in 
particular, to encourage as rapid scientific progress as possible using this resource, subject to 
appropriate terms and conditions.  In order to take full advantage of the resource and maximize 
its research value, it is important that the data that were collected with public funds be made 
available, on appropriate terms and conditions, to the largest possible number of qualified 
investigators in a timely manner. 
 
Although data collected by the Study have been stripped of all personal identifiers, the wealth of 
data available on individual participants might make possible their identification.  To protect the 
confidentiality and privacy of Study participants, Recipients who are granted access to Study 
data must adhere to the requirements of this Distribution Agreement and obtain IRB approval for 
their project.  IRB approval may be from an expedited or convened review, but a simple IRB 
letter granting an exemption is not sufficient.  Failure to comply with this Distribution 
Agreement could result in denial of further access to Study Data.  Violation of the confidentiality 
requirements of this agreement is considered a breach of confidentiality and may leave 
requesting investigators liable to legal action on the part of Study participants, their families, or 
the U.S. Government. 
 
The Study Investigators have made a substantial long-term contribution in establishing and 
maintaining the clinical database.  The NHLBI encourages appropriate collaborative 
relationships by outside investigators with the Study Investigators and proper acknowledgement 
of the contributions of the Study Investigators. 
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DEFINITIONS 
 
Data:  For purposes of this agreement, “Data” refers to the following information that has been 
collected and recorded from Study participants through the periodic examinations and follow-up 
contacts conducted pursuant to the Study Investigators’ contracts or awards with the NHLBI and 
through associated ancillary studies (where available): 
 
Data from The Systolic Hypertension in the Elderly Program (SHEP). 
 
SHEP Investigator:  A “SHEP Study Investigator” is a research investigator with a current and 
active contract or consulting agreement with the NHLBI or one of its contractors to work on the 
SHEP study. 
 
  
RECIPIENT:  Recipient  is (check one): 
  a non-profit organization organized under the laws of the State of  sn                      OR 
  a for-profit corporation organized under the laws of the State of sn                      OR 
  a government agency organized under the laws of  the us or sn                                  . 
 
 
Principal Investigator: 
pi n                               , with a principal address at                                                              (“PI”) 
requests access to Study data at his/her sole risk and at no expense to the Study or the NHLBI. 
 
 
AGREED TERMS AND CONDITIONS 
 
It is mutually agreed as follows: 
 
1.   Research Project. 
   
 1.1 The PI, for the Requestor requests (check one)   
   

Non-Commercial Purpose Data Set 
  Commercial Purpose Data Set 

 
1.2.  These Data will be used by the PI in connection with the following research project 
("Research Project"), specifically described in an attached Exhibit A.  The Project 
description should include: project title, a 1-2 paragraph description of the objectives and 
design, and a brief description of the analysis plan.  
Note: If the PI is requesting a Genetic/Pedigree Data Set, the Research Project description 
must describe a specific need for it.  Investigators using these data are strongly 
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discouraged from publishing individual pedigree structures and are prohibited from 
investigating issues such as non-paternity. 
 
1.3.  The Research Project (check one) [does] [does not] involve SHEP Study 
Investigator(s) as co-investigator(s).  If the Project does involve SHEP Study 
Investigator(s), their names are: si n                                                                                                              
 
and the work they will perform is described below or in an attached Exhibit B:   
work des                                                                                                                      
                                                                                                                                                                        

     
1.4.  Recipient will promptly notify the NHLBI of any substantive changes to the 
proposed Research Project or of any new projects to be initiated from the requested Data. 
Such notification will consist of a new project description as described in paragraph 1.2. 
Data will be used solely for Research Projects disclosed to the NHLBI.  

 
1.5. This Agreement will terminate three (3) years from the effective date of this 
agreement. Continued use of the Data will require execution of a new Distribution 
Agreement as specified in paragraph 6.  
 

2.  Non-transferability.  This Distribution Agreement is not transferable.  Recipient agrees that 
appointment by Recipient of another Principal Investigator to complete the Research Project will 
require execution of a new Distribution Agreement in which the new Principal Investigator is 
designated.  Recipient also agrees that it will recover from the PI all Data received under this 
agreement should the PI’s employee relationship with the Recipient terminate for any reason. 
 
3.  Publication.  Prompt publication or other public disclosure of the results of the Research 
Project is encouraged.  Recipient agrees to provide to the NHLBI a copy of any manuscript or 
other disclosure document thirty (30) days in advance of submission for publication, in order to 
ensure compliance with the confidentiality requirements set forth in paragraphs 4,5,6,7, and 8 of 
this Agreement. 
 
4.  Acknowledgments.  Recipient agrees to acknowledge the contribution of the Study 
Investigators in any and all oral and written presentations, disclosures, or publications resulting 
from any and all analyses of Data.  
 
 4.1.   Collaborations/Acknowledgments.  If the Research Project involves collaboration 
with Study Investigators (see paragraph 1 above), then the PI will comply with all policies 
established by the Study’s publications committee.  In addition, the Recipient will acknowledge 
the source of the data by including language similar to the following either in the 
acknowledgment or in the text of the manuscript: ‘This manuscript was prepared using a limited 
access dataset obtained from the NHLBI’. 
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 4.2.  Other Studies/Acknowledgments.  If the Research Project does not involve 
collaboration with Study Investigators (see paragraph 1 above), all manuscripts or other 
disclosure documents should be submitted to the NHLBI thirty (30) days in advance of 
submission for publication.  In addition, the PI will use the acknowledgment printed below.  [The 
process for review of manuscripts by NHLBI is described in Attachment 1.] 
 

“The Systolic Hypertension in the Elderly Program (SHEP) is conducted and supported by 
the NHLBI in collaboration with the SHEP Study Investigators.  This Manuscript was 
prepared using a limited access dataset obtained from the NHLBI and does not necessarily 
reflect the opinions or views of the SHEP or the NHLBI.” 

 
5.  Non-Identification.  Recipient agrees that Data will not be used, either alone or in conjunction 
with any other information, in any effort whatsoever to establish the individual identities of any 
of the subjects from whom Data were obtained. 
 
6.  Use Limited to Three (3) Years.  Recipient agrees that Data will be removed or destroyed 
when three (3) years have elapsed from the effective date of this Agreement. Further use of the 
Data beyond that time requires completion of a new Distribution Agreement along with a current 
IRB approval resulting from either IRB review of a new research protocol or continuing review 
of the existing research protocol.  
 
7. No Distribution.  Recipient agrees to retain control over Data, and further agrees not to 
transfer Data, with or without charge, to any other entity or any individual. 
 
8.  Non-Data.  Notwithstanding the definition of “Data” or the agreed Terms and Conditions of 
this Distribution Agreement, Recipient’s obligations under this Distribution Agreement shall not 
extend to any information: 
 

(a) that can be demonstrated to have been publicly known at the time of disclosure; or 
(b) that can be demonstrated to have been in the possession of or that can be demonstrated to 

have been readily available to Recipient from another source prior to the disclosure; or 
(c) that becomes part of the public domain or publicly known by publication or otherwise, 

not due to any unauthorized act by Recipient; or 
(d) that can be demonstrated as independently developed or acquired by Recipient without 

reference to or reliance upon Data provided under this Agreement; or 
(e) that is required to be disclosed by law, provided the Recipient takes responsible and 

lawful actions to avoid and/or minimize such disclosure. 
 
 9. Non-Endorsement, Indemnification. Recipient agrees not to claim, infer, or imply 

endorsement by the United States government or any of its agencies of the Research Project, the 
entity, or personnel conducting the Research Project or any resulting commercial product(s) 
except as described in paragraph 4.  To the extent permitted by law, Recipient agrees to hold the 
United States Government, Study Investigators, and all other investigator(s) who generated Data 
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