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Protection of Human Subjects Policies and Procedures 
 

Mission 
 

The mission of the Human Subjects Review Committee (HSRC) is to protect the safety, 

privacy, and dignity of people and institutions participating in research affiliated with 

Wilmington University, its students, and its faculty by ensuring: 

 

• research adheres to University policies and meets federal requirements, including 

the ethical principles of autonomy, beneficence, and justice; 

• researchers, along with their advisors, have the qualifications and education 

necessary to safeguard the reputation and welfare of people, Wilmington 

University, and other institutions; and  

• risks to participants, researchers, and the University are minimized. 

 

The Human Subjects Review Committee is committed to serving the needs of the greater 

Wilmington University community by: 

 

• providing resources and information about ethical and regulatory issues in human 

subjects research; 

• developing and maintaining standardized protocol forms, archives, and 

instructional documents; 

• ensuring that University students conducting thesis or dissertation research and 

faculty who are guiding such student research or conducting their own research 

have current certification; 

• providing timely and e



V0.1 c 1/9/03 

r 10/25/21 

2 

employees

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.111


/academics/humansubjects/materials.aspx
/academics/humansubjects/materials.aspx
/academics/humansubjects/materials.aspx
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HSRC representative may request modification of the protocol packet prior to 

further review.    
 

5. If the college HSRC representative decides that the petition has been adequately 

prepared and meets the requirements for exempt processing, the representative 

will sign the form and return it to the research advisor.  If the college HSRC 

representative decides that the petition has been adequately prepared and meets 

the requirements for expedited processing, the representative signs the document 

and obtains the signature of a second committee member then returns to signed 

document to the research advisor.  The research advisor then forwards the 

approved packet to the designated administrative person.   
 

6. After informing the researcher that the protocol packet has been approved, a 

designated administrative person will post a PDF of the signed packet, including 

all attachments, in the HSRC SharePoint site.  The administrative person will also 
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¶ Wilmington University faculty who are not Wilmington University students and 

wish to conduct research that involves human subjects; 

¶ Wilmington University employees who are students at other schools and wish to 

collect data from the University, its students, or employees as part of thesis or 

dissertation requirements; and 

¶ outside researchers who wish to collect data from the University, its students, or 

employees. 

 

Here are the HSRC procedural steps for researchers who are not students at the 

University: 

 

1.  The researcher should submit the completed HSRC protocol packet with all 

attachments to an appropriate University executive for signature.     

 

2.  If no executive is willing to sign the protocol packet

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.104
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it is essential to establish security procedures that protect the individuals.  The first 

security procedure is to limit the demographic information being collected, particularly if 

the study population is small.  If it is possible to identify an individual based on the 

demographic information, consider making the categories for the demographics larger or 

ask for fewer characteristics.   

 

Make sure that all information connected to an individual bears a code rather than the 
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Preparing a Submission for Review 
 

Documentation, using the prescribed forms, including attachments, must be provided for 

all proposed research involving human subjects. 

 

Researcher Assurance 

 

The researcher must sign the Human Subjects Review Form assuring compliance with all 

federal, state, and University policies as they apply to the study. 

 

A student may be listed as the researcher on the application forms, but a faculty member 

must sign the application as the research advisor. The signature of at least one HSRC 

college representative who is not directly involved in the research is required on the 

protocol.  In other words, the same signature may not appear as both the research advisor 

and the HSRC representative. 

 

HSRC Protocol Packet 
 

The HSRC protocol packet must contain the following: 

¶ protocol form  

¶ a copy of the human subject protections training certificate;  

¶ a copy of the Informed Consent/Assent Document(s) and/or participation 

invitation, if personal data is being collected; 

¶ a copy of all data collection instruments and instrument developer approval if 

relevant; and   

¶ documents indicating approval of participating organizations and, if appropriate, 

their IRBs.   
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these organizations prior to collecting data.  Documents providing evidence of 

organizational agreement to participate in the research must be attached to the HSRC 

protocol.   

 

Some organizations have institutional review boards (IRBs), and it may be necessary to 

obtain formal approvals from these IRBs.  In other cases, a document from an appropriate 

organizational executive would be sufficient.  It is the researcher’s responsibility to 

determine what type of approval is required and to obtain that approval.   

 

In cases where approval from Wilmington University’s HSRC is required as a 

precondition to obtaining approval from organizations, HSRC approval will be 

provisional, requiring a second step (obtaining documents from other organizations) to 

receive full approval.   

 

Modifications to Proposed Research 
 

Researchers must submit a Request for Modification of Approved Research if there are 

any changes to the data collection approach.  The approval procedure is similar to that for 

the original submission.   

 

• The form is signed and dated by the student and advisor   

• The advisor submits the form along with supporting documents to an HSRC 

representative for review and approval 

• The amendment form and supporting documents are sent to the appropriate 

administrative person for archiving.   

 

It is not necessary to include the original proposal and its documents.  If the human 

subjects training certificate is more than three years old, the student will need to retake 

the training and submit a new training certificate.   

  

Vulnerable Populations (Protected Subjects) 
 

Federal regulations involving human subjects in research include specific protections for 

minors, pregnant women and fetuses, cognitively impaired individuals, prisoners and 

others deemed vulnerable.  Researchers who plan to collect data from or about vulnerable 

populations must complete a training module relating to that population and include that 

in the training certificate.  Further information can be found in 45 CFR 46 Subparts B, C, 

and D.  Please note that the special considerations for pregnant women relate only to 

research that has some medical risk and would not apply, for example, to survey or 

interview research that is unrelated to pregnancy.   

 

Record Keeping 
 

A PDF of the approved HSRC protocol will be posted by the appropriate administrative 

person to the HSRC SharePoint site.  This person will also keep a record of information 

about that protocol in a spreadsheet in the HSRC SharePoint site.  Records will be 

maintained for at least three years after studies are completed.  
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