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• Metrics
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Authorization



Metrics: Volume
Total Items Approved

Last 6
Months Last 30 days

New Studies* 550 95
Continuing Review 1,265 363
Modifications 3,955 685
Reportable Events 175 19

Total 5,945 1,162
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Waivers of  Informed Consent 
and HIPAA Authorization



Informed Consent and HIPAA are 
governed by the same regulations.

A. True

B. False



Informed Consent and HIPAA 
Authorization

• Federal regulations require that informed consent 
and HIPAA Authorization be obtained from research 
subjects

• Informed consent – 45 CFR 46.116

• HIPAA Authorization – 45 CFR 164.508



Informed Consent 45 CFR 46.116

• “Before involving a human subject in research 
covered by this policy, an investigator shall obtain the 
legally effective informed consent of  the subject or 
the subject's legally authorized representative.”



Informed Consent 45 CFR 46.116

• Human subject means a living individual about whom 
an investigator (whether professional or student) 
conducting research:

• (i) Obtains information or biospecimens through 
intervention or interaction with the individual, and uses, 
studies, or analyzes the information or biospecimens; or

• (ii) Obtains, uses, studies, analyzes, or generates identifiable 
private information or identifiable biospecimens.



HIPAA Authorization 45 CFR 
164.508

• “Standard: Authorizations for uses and disclosures—
(1) Authorization required: General rule. Except as 
otherwise permitted or required by this subchapter, a 
covered entity may not use or disclose protected 
health information without an authorization that is 
valid under this section. When a covered entity 
obtains or receives a valid authorization for its use or 
disclosure of  protected health information, such use 
or disclosure must be consistent with such 
authorization.”



Informed Consent and HIPAA 
Authorizations

• Two sets of  regulations

• Two sets of  regulations on types of  waivers

• Two unique requirements for IRB/Privacy Board to 
approve waivers



Informed Consent Waivers or 
Alterations



If  informed consent can be 
obtained, the IRB cannot approve a 

waiver of  informed consent.
• True

• False



Types of  Informed Consent Waivers 
or Alterations

1. General waiver or alteration of  consent (Form G1)

2. Waiver or alteration for screening, recruiting, or determining 
eligibility

3. Waiver of  documentation of  informed consent (Form G3)

4. Waiver or alteration in research involving public benefit and 
service programs conducted by or subject to the approval of  
state or local officials (Form G)

5. Waiver of  consent for emergency research (Form G4)

6. Waiver of  assent or parental permission (Form G)

1. General waiver or alteration of  consent (Form G1)

2. Waiver or alteration for screening, recruiting, or determining 
eligibility

3. Waiver of  documentation of  informed consent (Form G3)

4. Waiver or alteration in research involving public benefit and 
service programs conducted by or subject to the approval of  
state or local officials (Form G)

5. Waiver of  consent for emergency research (Form G4)

6. Waiver of  assent or parental permission (Form G)

1. General waiver or alteration of  consent (Form G1)

2. Waiver or alteration for screening, recruiting, or determining 
eligibility

3. Waiver of  documentation of  informed consent (Form G3)

4. Waiver or alteration in research involving public benefit and 
service programs conducted by or subject to the approval of  
state or local officials (Form G)

5. Waiver of  consent for emergency research (Form G4)

6. Waiver of  assent or parental permission (Form G)



Waiver vs. Alteration

• Waiver – “An IRB may waive the requirement to 
obtain informed consent for research…”

• Alteration – “An IRB may approve a consent 
procedure that omits some, or alters some or all, of  
the elements of  informed consent…”



Types of  Informed Consent Waivers 
or Alterations



General Waiver or Alteration of  
Consent

• Waives or alters informed consent process

• Primarily for chart review studies



General Waiver or Alteration of  
Consent

• The IRB must find and document:
• Research involves no more than minimal risk

• The research could not practicably be carried out without 
the requested waiver or alteration



General Waiver or Alteration of  
Consent

• The IRB must find and document (cont.):
• The research could not be carried out with using identifiable private 

information or biospecimens, if  applicable

• Waiver will not adversely affect rights and welfare of  subjects

• Subjects/legally authorized representative (LAR) will be provided 
with additional pertinent information, when appropriate



Form G1 – Waiver of  Informed 
Consent



Form G1 – Waiver of  Informed 
Consent



Screening, Recruiting, or 
Determining Eligibility

• IRB can approve study where study will obtain 
information or biospecimens without consent if:

• Obtained through oral or written communication with the 
subject/LAR

• Obtained by accessing records or stored biospecimens



Waiver of  Documentation of  
Consent

• Waives the requirements to obtain signatures on the 
document (“verbal consent”)

• Research must be minimal risk (or research 
procedure to be conducted before written consent is 
obtained)



Waiver of  Documentation of  
Consent

• Three additional justifications
• Consent document would be only link between research and 

subject and primary risk is loss of  confidentiality; OR

• Research involves no procedures for which written consent is 
required outside research context; OR

• Subjects/LAR are from distinct cultural group for which 
signing forms is not normal and there is another mechanism 
for documenting consent was obtained

• IRB may require a written summary be provided to 
subjects



Waiver of  Documentation of  
Consent

• Three additional justifications



Waiver of  Documentation of  
Consent

• IRB may require a written summary be provided 
subjects

• Informed consent must still be obtained (“verbal 
consent”) and documented (e.g., research note in 
research record)



Form G3 – Waiver of  
Documentation of  Informed 

Consent



Waiver of  Consent for Emergency 
Research

• Life-threatening situation

• Informed consent is not feasible

• Research holds out direct benefit

• Research is not practicable without waiver

• Research defines treatment window and attempts to 
obtain informed consent

• Community consultation is conducted



Waiver of  Assent or Parental 
Permission

• Waiver of  assent
• Capability of  some/all children is so limited they cannot be 

consulted; OR

• Research holds out prospect of  direct benefit and is only 
available in the context of  research; OR

• According to the requirements for general waivers of  
informed consent



Waiver of  Parental Permission

• Waiver of  parental permission
• Parental permission is not a reasonable requirement to 

protect subjects (e.g., research on abused children) with 
appropriate mechanism to protect children subjects; OR

• According to the requirements for general waivers of  
informed consent



Informed consent does not need to 
be waived for exempt studies. 

• True

• False



HIPAA Authorization Waivers 
or Alterations



Types of  HIPAA Authorization 
Waivers

• Full Waiver
• Authorization will not be sought; primarily for chart review 

studies

• Partial Waiver
• Identify eligible subjects for recruitment; PHI will only be 

kept by subjects who provide authorization

• Alteration of  Authorization
• Changes or omits elements of  authorization (including 

physical signature of  subject)



Full Waiver or Alteration of  HIPAA 
Authorization

• Use or disclosure involves no more than minimal risk 
based upon:

• A plan to protect identifiers

• A plan to destroy identifiers at the earliest opportunity 

• Protected Health Information (PHI) will not be reused or 
disclosed to another person, entity, or for other research



Full Waiver or Alteration of  HIPAA 
Authorization

• Research can not be practicably conducted without 
waiver or alteration

• Research could not be practicably conducted without 
access to and use of  PHI

• IRB must document PHI for which use or access is 
necessary (minimum necessary)









Alteration of  HIPAA Authorization 
– Short Forms (Form H.SF)

• When using a short form, the English consent 
document is presented orally to subjects

• This includes HIPAA Authorization

• Form H.SF allows IRB to waive requirement for 
physical signature



Partial Waiver of  HIPAA 
Authorization

• Use or disclosure is to review PHI to prepare a 
research protocol

• No PHI is to be removed from the covered entity in 
the course of  review

• PHI is necessary for the research purposes



Coding data sets and removing 
identifiers is a standard method to 

protect PHI.
• True

• False



Questions?
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