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Applies to Campbell faculty, faculty advisors, students and staff conducting or overseeing 
human subjects research. 
 
Purpose 

To establish the process for a Principal Investigator to request and obtain a waiver or alteration 
of documentation of informed consent from the IRB. 
 
Background 

Federal regulations and the Campbell IRB require a Principal Investigator to document, in 
writing, a potential subject’s consent for participation unless the IRB has approved a waiver or 
alteration of the documentation of the informed consent. For Exempt (45 CFR 46.104) and 
Registration Projects the IRB may not require subjects to provide written consent prior to their 
involvement in human subjects research based on the level of risk associated with the research 
activities and under which category the research is approved. For further information see, HPPP 
Policy: Registration Projects and FLEX Review. 
 
Definitions 

None 
 
Waiver or Alteration of Documentation of Consent 

1. The IRB may waive the requirement for the Principal Investigator to obtain a signed and 
dated consent document for some or all subjects, if it finds one of the following justified in 
the Research Plan: 
• That the only record linking the subject and the project would be the consent document 

and the principal risk would be potential harm resulting from a breach of confidentiality. 
Each subject will be asked whether the subject wants documentation linking the subject 
with the project, and the subject’s wishes will govern; or 

• That the project presents no more than minimal risk of harm to subjects and involves no 
procedures for which written consent is normally required outside the project context; or 

• That the subjects are members of a distinct cultural group or community in which signing 
forms is not the norm. This is limited to minimal risk research projects and requires an 
appropriate alternative method for recording that informed consent was obtained. 
 

In cases in which the documentation requirement is waived, the IRB may require the PI to 
provide subjects with a written statement regarding the project (project information sheet).  

2. When considering a waiver of the documentation of consent, the IRB will review for the 
following criteria: 
• Does the written description or script for presentation to the potential subject include the 

required elements of consent, and additional elements, if applicable? 
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• Does the written description or script for presentation to the potential subject include the 
required elements of HIPAA authorization (if applicable)?  

• Does the written description or script include the requirement for the signature of the 
subject or his/her legally authorized representative? 

• If the written description or script is to be signed and dated by the subject or his/her 
legally authorized representative, and the consent process occurs by telephone, does 
the written description or scripts include the requirement for signature by a witness to 
confirm the identity of the subject? 

• Does the project involve no more than minimal risk, and would written consent be 
required for the project procedures if they were not part of a research project?  

 
Principal Investigator Responsibilities 

It is the Principal Investigator’s (PI’s) responsibility to request a waiver or alteration of the 
documentation of consent when submitting a research proposal to the IRB for review. 
 
Procedures 

1.  The PI should complete the appropriate areas of the New Protocol Submission Form and the 
Research Plan regarding the waiver or alteration of the documentation of consent. 

2.  When asking for a waiver or alteration of the documentation of consent the Investigator must 
include: 
• A written description of the project that also contains all of the elements of consent. This 

written description may be in the form of a script for verbal use, such as during a 
telephone conversation. However, the IRB may approve an alteration of 
consent/authorization if some elements are omitted. The IRB must always approve a 
waiver of documentation of consent and, where appropriate, an alteration of 
authorization if the investigator will not obtain a consent document signed and dated by 
the subject or his/her legally authorized representative. 
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