
 
TABLE 2 

 

Engagement in Research Activities 
 

Category Description of UM Activities 
UM 

Engaged? 

Other Site 

Engaged? 

Funding Only/No 
Direct UM 
Involvement 

UM receives a direct grant or award to perform human subjects research, 
even if all of the activities are performed off-site by subcontractors or 
collaborators and UM itself never intervenes or interacts directly with 
human subjects and never receives identifiable private information. 

YES YES 

UM performs a feasibility study to determine whether sufficient data or 
prospective participants exist to formulate a hypothesis or conduct a study. 

MAYBE* 

UM performs a small pilot study to work out details of an anticipated future 
research project. YES 

Pre-Research 
Activities 

UM intervenes or interacts with individuals who meet study eligibility 
criteria to develop study protocol. YES 

n/a 

UM informs potentially eligible subjects about research occurring 
elsewhere and provides them with information about how to contact the 
researchers. 

NO YES 
PR/Publicity/Pre-
Screening Activities 

UM sends letters to prospective subjects describing a study and letting them 
know they may later be contacted to participate. 

YES MAYBE* 

UM informs prospective subjects about the availability of research 
conducted elsewhere; provides prospective subjects with written 
information about research (including the relevant informed consent 
document and other IRB-approved materials); provides prospective subjects 
with information about contacting investigators for information or 
enrollment; or obtains and appropriately documents prospective subjectsÕ 
permission for investigators to contact them.    Generally, a UM clinician 

may discuss the study with the prospective subject as the subject’s clinician 

but not as a researcher or part of the study team without becoming 

engaged. 

NO YES 

UM faculty, staff, trainees, or agents conduct the consent interview, obtain 
subject signature on the consent form, or otherwise act as authoritative 
representatives of the investigators. 

YES YES 

Study 
Recruitment/Informed 
Consent 

UM researchers obtain permission from a school or nursing home to 
observe, audio/videotape, or distribute surveys/questionnaires for research 
purposes.  The students or residents are consented by the UM researchers to 
participate in the project. 

YES NO 

UM data steward queries UM database on behalf of external researchers. NO YES 
UM releases information and/or specimens to investigators at other site in 
non-identif iable (i.e., non-linkable) form, when the information and/or 
specimens were originally obtained for non-research purposes. 

NO NO 

UM receives information or specimens for research from established 
repositories operating in accord with an FWA, OHRP guidance on 
repositories, and a written agreement unequivocally prohibiting release of 
identifying information to UM investigators. 

NO YES 

Data/Specimen 
Repositories 

UM obtains, receives, or possesses identif iable (directly or with 
links/codes) private information from another site for research purposes. 

YES YES 

Multi-Site Research Ð 
UM Statistical Center 

UM obtains, receives, or possesses identif iable (directly or through links) 
private information to operate a Òstatistical centerÓ for multi-site 
collaborative research. 

YESà YES 

                                                
*
  The answer depends on the circumstances.  Please contact the IRB for assistance. 

   Documentation of permission must be HIPAA-compliant if the UM investigator is affil iated with a unit covered by HIPAA. 
à If UM has no other interaction or intervention with subjects, and the principal risk associated with institutional activities is limited 

to the potential harm resulting from breach of confidentiality, then the UM IRB need not review each underlying collaborative 
protocol.  However, the IRB should determine and document that: (i) the statistical center has sufficient mechanisms in place to 
ensure the privacy of subjects and confidentiality of data are adequately maintained; (ii) each collaborating institution holds an 
FWA or other appropriate assurance; (iii) each protocol is reviewed and approved by the IRB at the collaborating institution prior 
to enrollment of subjects; and (iv) informed consent is obtained from each subject in compliance with the Common Rule. 



 
TABLE 2 

 

Category Description of UM Activities 
UM 

Engaged? 

Other Site 

Engaged? 
Multi-Site Research Ð 
UM Operations/ 
Coordinating Center 

UM obtains, receives, or possesses identif iable (directly or through links) 
private information to maintain an operations center or coordinating center 
for multi-site collaborative research. 

YES¤ YES 

UM provides unforeseeable but medically appropriate clinical treatment 
incident to a patientÕs participation in a clinical trial elsewhere, e.g., when 
patient suffers an adverse event that is treated at UM by her regular health 
care provider. 

NO YES Medical Care/ 
Standard Clinical 
Practice 

Patient is hospitalized at UM and attending physician decides continued 
participation on protocol at outside institution is ok. 

NO YES 

UM administers test article and performs normal monitoring, but does not 
perform data collection. 

NO YES 

UM performs blood draw, tissue sampling, or other specimen collection for 
a study occurring at another institution but sends the samples to the other 
institution for analysis. 

NO YES 
Medical Care/ 
Little or No Direct 
UM Involvement/ 
Data Not Collected 
for Study 

UM provides pre- and/or post-test or intervention counseling or 
consultation to study participants regarding individual results or outcomes 
reported from other institution regarding tests or interventions performed by 
the institution. 

NO YES 

UM consents prospective subjects (even if for Òsomeone elseÕs studyÓ). 
UM performs physicals or other eligibility testing to be sent to investigators 
at another site. 

Subinvestigators 

UM collects and reports data to investigators at another site. 

YES YES 

UM performs physicals or other eligibility testing to be sent to investigators 
at another site. 
UM performs and/or analyzes a specimen for a study occurring at another 
institution and furnishes the results to the investigator. Contracted Medical/ 

Professional Services 

UM collects and reports data to investigators at another site. 

NO 
UM must adhere 

to commonly 

recognized 

professional 

standards for 

maintaining 

privacy and 

confidentiality. 

YES 

Consultant does not obtain, receive or possess identif iable private 
information (e.g., the consultant analyzes data that cannot be linked to 
individual subjects, directly or through a coding system, by any member of 
the research team).  

NO YES 

Consultant accesses or uses identifiable private information while visiting 
the research teamÕs institution. 

NO 
But consultant’s 

activities become 

subject to the 

other 

institution’s 

HRPPP. 

YES 

Consulting Services 
(See “multi-site research” 

above for additional 

details.) 

Consultant obtains coded data for analysis at UM (and there is not a written 
agreement unequivocally prohibiting release of identifying codes to the 
consultant). 

YES YES 

 

                                                
¤ If UM has no other interaction or intervention with subjects, the UM IRB need not review each collaborative protocol.  However, 

the IRB should determine (i) management, data analysis, and Data Safety and Monitoring (DSM) systems are adequate, given the 
nature of the research involved; (ii) sample protocols and informed consent documents are developed and distributed to each 
collaborating institution; (iii) each collaborating institution holds an applicable OHRP-approved Assurance; (iv) each protocol is 
reviewed and approved by the IRB at the collaborating institution prior to the enrollment of subjects; (v) any substantive 
modification by the collaborating institution of sample consent information related to risks or alternative procedures is 
appropriately justif ied; and (vi) informed consent is obtained from each subject in compliance with HHS regulations. 


