
Sponsored Research 

It is BH policy that any sponsored research conducted under the auspices of the institution is 
conducted in accordance with federal guidelines and ethical standards.  

The following describe the procedures required to ensure that all sponsored research meets 
this requirement.  

14.1 Definitions  

Sponsor - Sponsor means the company, institution, individual donor, or organization 
responsible for the initiation, management or financing of a research study.  

Sponsored research - Sponsored research means research funded by external entities through 
a grant or contract that involves a specified statement of work (e.g., the research proposal) 
with a related transfer of value to the sponsor, including clinical trials involving investigational 
drugs, devices or biologics.  

14.2 Responsibility  

1. The Sponsored Programs Administration will review contracts and the IRB and Sponsored 
Programs Administration will share contract and study information as necessary for each 
sponsored protocol to ensure that protocol, consent, and contract language are consistent.  

2. Contracts will be reviewed for the following by Sponsored Programs Administration as 
applicable to the individual project:  

a. Sponsor contracts will indicate that the sponsor and Baystate will adhere to the 
protocol and applicable laws, regulations, and standards.  

b. When appropriate, sponsor contracts will address responsibility for medical care for 
research-related injuries.  It is the policy of Baystate that a clinical trial agreement 
must provide that when a subject sustains injury from either the drug or device or the 
requirements of the protocol, the sponsor must pay the costs associated with the 
treatment of the injury. An exception for the negligent or willful misconduct of 
Baystate or the investigator is acceptable. 

c. If the sponsor will monitor the conduct of the research, the contract will contain 
provisions to ensure that findings that could affect the safety of subjects, subject’s 
willingness to continue participation, or influence the conduct of the study or the IRB’s 
approval, are promptly reported to Baystate.  



d. When the sponsor is responsible for conducting data and safety monitoring, the 
agreement will require the sponsor to provide data and safety monitoring reports to 
Baystate and to report findings to Baystate that could affect the safety of participants 
or influence the conduct of the research during or after the closure of the study. 

e. Sponsor contracts will contain provisions regarding the dissemination of research 
results including the right of the Baystate investigator to publish results.  The sponsor 
may retain the right to review prior to publication and in certain circumstances to 
delay publication for a reasonable time period. 

3. Contracts will be compared with consent forms for consistency. 

 


