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SUBJECT:   Waivers of Signed Informed Consent Documents and Waivers of Informed Consent 

Elements  

 

POLICY 

Upon determining that the regulatory criteria have been met, the IRB or Experienced IRB Reviewer may 

waive or alter:  

  

• The consent process  

• Parental permission  

• Written documentation of  the consent process  

  

The IRB or Experienced IRB Reviewer must document their f indings justifying the waiver or alteration.  

 

DEFINITIONS 

Alteration – The omission of  some, or the changing of  some or all, of  the elements of  informed consent.  

Waiver – The removal of  the requirement to obtain informed consent. 

Deception – Giving subjects false information or misleading subjects about some key aspect of  research.  

Incomplete Disclosure – A type of  deception that involves withholding some information about the real 

purpose of  the study, or the nature of  the research procedures.  

  

PROCEDURE 

A. WAIVER or ALTERATION of CONSENT PROCESS – In addition to the scenarios described in IRB 

Policy 17.14, Planned Emergency Research at UAMS, and Policy 18.3, Emergency Use of a Test 

Article, the IRB may waive the requirement to obtain informed consent or approve a consent procedure 

that omits some, or alters some or all, of  the required elements of  informed consent subject to the 

conditions below:  
1. All of  the following apply (see exception at d):  

a. The research involves no more than minimal risk to subjects;  

b. The waiver or alteration will not adversely af fect the rights and welfare of  the subjects;  

c. The research could not practicably be carried out without the waiver or alteration;   

d. If  the research involves using identif iable private information or identif iable biospecimens, the 

research could not practicably be carried out without using such information or biospecimens 

in an identif iable format; and  

e. Whenever appropriate, the subjects or LAR will be provided with additional pertinent 

information af ter they have participated in the study.  

  

Note: The IRB may not waive consent for the storage, maintenance, or secondary research 

use of  identif iable private information or identif iable biospecimens if  an individual was asked to 

provide broad consent for the storage, maintenance, and secondary research use of  

identif iable private specimens and refused to consent.  

  

OR  

  
2. For non-FDA-regulated research only, when the project meets all of  the following criteria:  

a. It is conducted by or subject to the approval of  state or local government of f icials;  

b. It could not practicably be carried out without the waiver or alteration;  
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c. It is designed to study, evaluate or examine one of  the following four categories:  

i. Public benef it of  service programs;  

ii. Procedures for obtaining benef its or services under those programs;  

iii. Possible changes in or alternatives to those programs or procedures; or  

iv. Possible changes in methods or levels of  payment for benef its or services under 

those programs.  

 

3. For the conditions described in sections A1 and A2, the IRB may grant a waiver of the entire 

consent process when the listed conditions are met. The IRB may also approve a consent 

process that omits some, or alters some or all, of  the required elements except those listed 
in UAMS IRB Policy 15.1, paragraphs A1 through 8.  

a. The UAMS IRB will not require consent processes in FDA-regulated research to begin with 

a concise and focused summary of  key information to help participants decide whether or 

not to join a study, as this requirement does not pertain to FDA-regulated research. The 

IRB will encourage such summaries in consent forms in FDA-regulated studies, however.  

 

4. For non-FDA-regulated studies only, the IRB may approve a research study that involves 

obtaining information or biospecimens for the purpose of  screening, recruiting, or determining 

eligibility of  prospective subjects without the informed consent of  the prospective subject or 

LAR if  either of  the following conditions is met:  
a. The investigator obtains information through oral or written communication with the 

prospective subject or LAR, or  

b. The investigator will obtain identif iable private information or identif iable biospecimens by 

accessing records or stored identif iable biospecimens.  

  

B. WAIVER of DOCUMENTATION of CONSENT. The IRB may waive the requirement for the 

investigator to obtain a signed consent form for some or all subjects if  the research f its into one of  two 

scenarios. In each case, the IRB will review a written description of  the information that will be provided  

to the subjects.  

1. For both FDA- and non-FDA-regulated research: 

a. Research involves no more than minimal risk of  harm to subjects; AND 

b. Involves no procedures for which written consent is normally required outside the research 

context.  

2. For non-FDA-regulated research  

a. The only record linking the subject and the research would be the consent document; AND the 

principal risk would be potential harm resulting f rom a breach of  conf identiality. Each subject 

(or LAR) will be asked whether the subject wants documentation linking the subject with the 

research, and the subject's wishes will govern; OR  

b. If  the subject or LAR are members of  a distinct cultural group or community in which signing 

forms is not the norm, that the research presents no more than minimal risk of  harm to 

subjects and provided there is an appropriate alternative mechanism for documenting that 

informed consent was obtained.   

3. When the documentation requirement is waived, the IRB may require the investigator to provide 

subjects with a written statement regarding the research.  

  
C. Research Involving Deception or Incomplete Disclosure 

Deception and incomplete disclosure in research typically interfere with a person’s ability to make a 
fully informed decision about research participation, as some information about the research is 

withheld f rom them. 

D. IRB Procedure 

1. For all waiver/alteration requests, the IRB shall:  

a. Determine the appropriate criteria to use in evaluating the waiver/alteration request.  

b. Review the request against the relevant criteria, taking into account the nature of  the research, 

the extent to which privacy will be invaded, the sensitivity of  the information to which the 

investigators will have access, plans for further subject contact, and the ability to practicably 

carry out the research with or without the requested waiver.  
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c. For studies requesting to use deception, the IRB must determine the information to be withheld 

would not inf luence prospective subjects ’ decision about research participation and whether 

the proposed plan to debrief  subjects is appropriate  

d. To grant the waiver/alteration, the IRB shall conf irm the appropriate criteria are met.  

E.  Decisions on informed consent, waivers of  informed consent, documentation of  informed consent, or 

requirements for debrief ing will be described in the letter to the Investigator and ref lected in the IRB 

minutes or e-system. 
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