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Form E
Include in IRB Application to
Waive Requirement for Informed Consent 
If you are requesting IRB approval for waiver of the requirement for the informed consent process, or alteration of some or all of the elements of informed consent (i.e. medical record review, deception research, or collection of biological specimens), complete Section 1 and Section 2 of this form and include it with your IRB application submission. 
Note:  The IRB does not approve waiver or alteration of the consent process for research that is subject to FDA regulations, except for planned emergency/acute care research as provided under FDA regulations.  Contact ORI for regulations that apply to single emergency use waiver or acute care research waiver (859-257-9428).
SECTION 1

Check the appropriate item:
	
	1) I am requesting waiver of the requirement for the informed consent process.

	
	For [insert project name] utilizing the CCTS biobank

	
	2) I am requesting alteration of the informed consent process.

	
	If you checked the box for this item, describe which elements of consent will be altered, and/or omitted, and justify the alteration.

	
	

	
	


SECTION 2

The IRB may consider your request provided that all of the following conditions apply to your research and are appropriately justified.  Explain in the space provided for each condition how it applies to your research.
	a)
	The research involves no more than minimal risk to the subject.

	
	The waiver of informed consent is for [insert project name] utilizing the CCTS biobank. Since the CCTS Biobank already exists, and no interactions or interventions are being conducted under the researcher’s protocols accessing the biobank, the individual research projects accessing the data does not rise to the federal definition for human subject research. 

There are no foreseeable risks as these are retrospective studies using existing data and discarded clinical samples. No patient interaction will occur by the researchers and they will be unable to consent patients for participation. 



	
	

	b)
	The rights and welfare of subjects will not be adversely affected.

	
	There are no foreseeable risks as these are retrospective studies of existing data. 

	
	

	c)
	The research could not practicably be carried out with out the waiver or alteration.

	
	The waiver of informed consent is for building the [insert project name] utilizing the CCTS biobank. Since the CCTS Biobank data already exists, and no interactions or interventions are being conducted under the researcher’s protocols accessing the registry.  

There are no foreseeable risks as these are retrospective studies using existing data and discarded clinical samples. No patient interaction will occur by the researchers and they will be unable to consent patients for participation. 


	
	

	d)
	Whenever possible, the subject will be provided with additional pertinent information after they have participated in the study.

	
	 In the CCTS consent form, the patient is specifically told there is a very slight possibility that during a research project an investigator could identify something that could affect the health of them or their family.  If this occurs, the situation will be assessed by a committee at UK to determine whether it may be necessary to contact the patient.  If any contact is made, it would be through the patient’s primary care physician or another physician that they know, as best as possible.

e) If the research involves using or accessing identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format. Private information/specimens are “identifiable” if the investigator may ascertain the identity of the subject or if identifiers are associated with the information (e.g., medical records). This could be any of the 18 HIPAA identifiers including dates of service. If not using identifiable private information or identifiable biospecimens, insert N/A below.
Because the collection is live tissue the date of service will be known to the investigator. However, all clinical data received from CCTS will have had any information that directly identifies patients (such as name, social security number, address, etc) removed prior to releasing to researchers. 
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