Explain why the research could not practicably be conducted without a waiver of consent/waiver of HIPAA authorization.

Use the information below to help answer this question. 

Waiver of Consent/Waiver of HIPAA Authorization (no consent/authorization at all)/should only be sought when obtaining consent/authorization is truly impracticable.  You should assume that with much research that obtaining consent/authorization is possible; impracticable means more than inconvenient or expensive.  Note:  the notice in surgical informed consent/authorizations concerning retention of discarded tissue does not fully meet federal criteria for research consent/authorization.

	Scenario
	May Waiver of Consent/Authorization (No consent/authorization)  be Approved? 

	Retrospective* use of data and/or specimens 

*Retrospective:  Specimens were collected for clinical care and are in a clinical lab such as pathology at the time the protocol is written and approved by the IRB.  Data were collected for clinical care and are in medical records.  

May be given to researcher with a code or with HIPAA identifiers.  

If specimens and or data are given with no code and no HIPAA identifiers this is not considered human subject research and no IRB approval is required.  
	Yes-per 45CFR46.116 if:

· obtaining consent/authorization would be impracticable. 

In retrospective use, where a large number of specimens are sought and/or it would be difficult to locate the patients, obtaining consent/authorization may be viewed as impracticable.  If data and/or specimens are sought from a smaller group of known patients, obtaining consent/authorization may be practicable even if inconvenient. For other considerations in determining if consent/authorization is impracticable, please see "Considerations and Examples" below.

· data will not be submitted to FDA (must be approved under 21CFR50.23 or 21CFR50.24) 

· data does not include use of psychotherapy notes  (45CFR164.508)

· results will not be given back to patient

· study will not involve more than minimal risk to the subjects (45CFR46.116)  (e.g. will be used for high risk genetic testing and the samples are not de-identified )

·  not getting consent/authorization will not affect the rights and welfare of subjects (45CFR46.116) (e.g. doing controversial research)


	Prospective* collection of specimens or specimens and data.

*Prospective:  Specimens will be collected for clinical care AFTER the protocol is written and approved by the IRB.  

 
	Yes-per 45CFR46.116 if:

· obtaining consent/authorization would be impracticable. 

In prospective use, it is less likely that obtaining consent/authorization will be deemed impracticable.  However, where a large number of specimens that are primarily collected for clinical care and are also sought to be used for research and/or it would be difficult to locate the patients, obtaining consent/authorization may be viewed as impracticable.  When data and/or specimens are sought from a smaller group of patients, obtaining consent/authorization may be practicable even if inconvenient. For other considerations in determining if consent/authorization is impracticable, please see "Considerations and Examples" below.

· data is not to be submitted to FDA (must be approved under 21CFR50.23 or 21CFR50.24) 

· data does not include psychotherapy notes (45CFR164.508)

· results will not be given back to patient

· study will not involve more than minimal risk to the subjects (45CFR46.116)  (e.g. will not be used for high risk genetic testing )

· not getting consent/authorization will not affect the rights and welfare of subjects (45CFR46.116)  (e.g. doing controversial research)


	Retrospective* AND Prospective* collection of specimens or specimens and data.

*Retrospective:  Specimens were collected for clinical care and are in a clinical lab such as pathology at the time the protocol is written and approved by the IRB.  Data were collected for clinical care and are in medical records.  

*Prospective:  Specimens will be collected AFTER the protocol is written and approved by the IRB. Specimens are collected for both clinical care and research use.   
	Yes-per 45CFR46.116 if:

· obtaining consent/authorization would be impracticable. 

In retrospective AND prospective use, it is likely that obtaining consent/authorization will be deemed impracticable specifically in situations where not obtaining all the information might affect the statistical outcome. However, when data and/or specimens are sought from a smaller group of patients, obtaining consent/authorization may be practicable even if inconvenient. For other considerations in determining if consent/authorization is impracticable, please see "Considerations and Examples" below.

· data is not to be submitted to FDA (must be approved under 21CFR50.23 or 21CFR50.24) 

· data does not include psychotherapy notes (45CFR164.508)

· results will not be given back to patient

· study will not involve more than minimal risk to the subjects (45CFR46.116)  (e.g. will not be used for high risk genetic testing )

· not getting consent/authorization will not affect the rights and welfare of subjects (45CFR46.116) (e.g. doing controversial research)



*Considerations and Examples 

*Factors that may affect the practicality include: 

· The sample size required is so large (e.g. population –based studies, epidemiology trials) that including only those samples/records/data for which consent/authorization can be obtained would prohibit conclusions to be drawn or bias the sample such that conclusions would be skewed.  

· The subjects for whom records would be reviewed are no longer followed and may be lost to follow-up.

· Ethical concerns created by risk of creating additional threats to privacy by having to link otherwise de-identified data with identifiers in order to contact individuals to seek consent/authorization or there is a risk of inflicting psychological, social or other harm by contacting individuals or families.  
· Subjects’ behaviors or responses would be altered, such that study conclusions would be biased
· Research looking at issues such as outcomes/morbidity data where not having access to all subjects would affect the statistical outcome.

· Researcher not involved in the clinical care of the patient/subject.  Not aware of when sample will be collected or if the patient will have any sample left over after clinical care is completed.  
Examples of the types of protocols where obtaining consent/authorization might be practicable:

·  Researcher from cardiology plans to do prospective chart review of patients seen in the cardiology clinics over the next 3 months.  Patients will be physically in the clinic and would therefore be practicable to consent/authorization.  

· Researcher / surgeon plans to collect left over tissue obtained during surgery for use in research.  Patients will be physically available for the research at the same time they provide consent for surgery.  

Examples of the types of protocols where obtaining consent/authorization might be impracticable:

· Research looking at issues such as outcomes/ morbidity data where not having access to all subjects would affect the statistical outcome.  
· The subjects for whom records would be reviewed are no longer followed and may be lost to follow-up.  
· Ethical concerns created by risk of creating additional threats to privacy by having to link otherwise de-identified data with identifiers in order to contact individuals to seek consent/authorization.  Or there is a risk of inflicting psychological, social or other harm by contacting individuals or families. (e.g. chart review study of patients with history of spousal abuse- data would be taken from medical records in a de-identified manner or as a limited data set (dates are only HIPAA identifier collected.)  Would create greater harm to require researcher to collect identifiers to enable them to obtain consent/authorization. 
· Bench researcher needs red blood cells left over after clinical labs are run. Study will not involve an FDA regulated drug, device or biologic.   Blood may be drawn at any one of several different venipuncture labs.  Researcher not aware of which patient might have a sample left over. Patient may have left UVa by the time the researcher is notified the sample is available.   Needs identifiers to be able to compare research result with clinical lab result.  IMPORTANT:  If study involves an FDA regulated drug, device or biologic, need to refer to FDA regulations at 21CFR50 regarding consent/authorization.  If study involves an in vitro device using left over specimens the FDA Guidance on Informed Consent/authorization for InVitro Diagnostic Device Studies Using Leftover Human Specimens should be followed.    
· It states:  FDA intends to exercise enforcement discretion as to the informed consent/authorization requirements ( e.g. would agree with no consent/authorization)  if an in vitro diagnostic device investigation is performed and ALL of the following are true: 

a) The investigation meets the IDE exemption criteria at 21 CFR 812.2(c) (3).

b) The study uses leftover specimens, that is, remnants of specimens collected for routine clinical care or analysis that would have been discarded. The study may also use specimens obtained from specimen repositories or leftover specimens

that were previously collected for other research purposes.

c) The specimens are not individually identifiable, i.e., the identity of the subject is not known to and may not readily be ascertained by the investigator or any other individuals associated with the investigation, including the sponsor. If the specimen is coded, it will be considered to be not individually identifiable if neither the investigator(s) nor any other individuals associated with the investigation (OK for specimens to be linked and coded by a person in the micro lab who is not a member of the study team) or the sponsor can link the specimen to the subject from whom the specimen was collected, either directly or indirectly through coding systems.

d) The specimens may be accompanied by clinical information as long as this information does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor.

e) The individuals caring for the patients are different from and do not share information about the patient with those conducting the investigation.

f) The specimens are provided to the investigator(s) without identifiers and the supplier of the specimens has established policies and procedures to prevent the release of personal information.

g) The study has been reviewed by an IRB in accordance with 21 CFR Part 56, except as described in section 7 of this guidance document.

· Researcher wishes to analyze samples from pathology collected over the last 2 years from patients with advanced melanoma.  Very probably that a large number of the patients are now deceased- making obtaining consent/authorization impracticable. 

· Researcher wishes to analyze retrospective data that was collected from a research study conducted 5 years ago for which subjects with early Alzheimer’s.  Quite probably that these subjects now have advanced Alzheimers’s and would be unable to consent/authorization.  

· Retrospective and/or prospective collection of data outside of medical records into a database to be used for future research AND any of the following: 

· Quality Improvement

· Clinical Care and stored in such places as departmental databases

· National Registries required by groups such as clinical societies.  

· Certification or licensure
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