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Topics to be covered

Brief Introduction to HIPAA

Emory’s Hybrid Covered Entity

HIPAA Applicability for CHOA/Grady/VA

HIPAA Applicability Worksheet

Choosing an Informed Consent Template with HIPAA language

Informed Consent- waivers of consent and of documentation

HIPAA authorization- waivers and alterations

Using the Worksheet with Multiple Cohort Studies

Questions



HIPAA in a 
nutshell

•national standards to protect medical 

records and other personal health 

information

• requires safeguards to protect privacy 

•sets limits on the uses and 

disclosures that may be made without 

patient authorization*



HIPAA Lingo

Protected Health Information (PHI): 

Individually Identifiable Health 

Information that is held by a covered 

entity (or in a covered component of 

a hybrid entity, like Emory)

• Must first be health information 

(identifiers by themselves are not PHI)

• Must be individually identifiable 

Individually Identifiable Health 

Information (IIHI): same information 

NOT (or no longer) covered by HIPAA

http://irb.emory.edu/documents/phi_identifiers.pdf


Emory’s Hybrid Covered Entity 
Units (2016)

The Emory University Health Plan

(governed by separate privacy and security policies)

Emory University Student Health Services 

(to the extent to which educational records subject to 

FERPA are not involved)

Emory University School of Medicine health care 

providers who are proving treatment (or Research 

that includes treatment) and collecting payment 

involving HIPAA-covered billing. 



Remember: Emory units are 
only covered components to 
the extent they perform 
“covered functions”

• Provide Treatment AND bill 

insurance or a government 

benefits program (e.g., 

Medicare) for the Treatment; or 

• Process Payment; or 

• Perform Healthcare operations.



HIPAA Applicability for 
CHOA/Grady/VA

HIPAA Changes FAQ and Decision Chart

For studies conducted at Emory or Grady: 

- HIPAA will apply only to studies involving the use of PHI which also provide treatment (as part of the research 

study) billed to an insurance company, Medicare/Medicaid or another government benefits program 

For studies at the Atlanta VA (AVAHCS):

- HIPAA will always apply if identifiable health information is involved

For studies at Children’s Healthcare of Atlanta: Still under discussion

- HIPAA definitely applies when there is treatment AND billing and/or data is placed in medical record; 

HIPAA may or may not apply in other cases

http://irb.emory.edu/documents/HIPAA_changes_FAQ_plus_decision_chart.pdf


Introduction to the HIPAA 
Applicability worksheet

Part I- Will HIPAA protect 

your research records?

Part II- Do you need HIPAA 

authorization or a waiver?

Part III- Do you need PHI 

for recruitment?



IRB’s HIPAA 
Applicability 
Worksheet-
Part I



HIPAA 
Applicability 
and Waiver 
Worksheet

PART I I



HIPAA Applicability and 
Waiver Worksheet

Part III

You now have enough information to answer the HIPAA-related questions in eIRB!



Choosing an Informed 
Consent Template with 
HIPAA language

SaaS Biomedical Consent/HIPAA Template 

SaaS Emory Biomedical Consent Template 

- HIPAA does not apply 

SaaS Emory Biomedical Consent/HIPAA Template 

- Obtaining PHI from a covered entity, but no 

treatment or billing for research

Refer to these forms’ HIPAA language as a model for other site-specific consent forms



Waivers of One or More Elements 
of Informed Consent

Can waive all elements or single elements individually

Option A includes 5 criteria

• all must apply and each requires protocol-specific comments

1. The research or clinical investigation involves no more than minimal 
risk (as defined in 21 CFR 50.3(k) or 56.102(i)) to the subjects 

2. The research or clinical investigation could not practicably be carried 
out without the requested waiver or alteration

3. If the research involves using identifiable private information or 
identifiable biospecimens, the research could not practicably be carried 
out without using such information or biospecimens in an identifiable 
format;

4. The waiver or alteration will not adversely affect the rights and 
welfare of the subjects;

5. Whenever appropriate, the subject or legally authorized 
representatives will be provided with additional information about their 
participation in the research/clinical investigation.



A reminder about 
protocol-specific 
comments

◦ Information in the worksheet serves as the IRB’s 

documentation to back up granting the waiver.

◦ Tell us why it’s really impracticable to obtain 

consent and why the study must be conducted with 

identifiers. 

◦ Don’t just say “doing a chart review.” 

◦ Don’t use lack of study resources as rationale – we should always 

be concerned about participants’ rights



Waivers of One or 
More Elements of 
Informed Consent

Option B is rarely used- only for public benefit or service programs

1. The research or demonstration project is to be conducted by or 
subject to the approval of state or local government officials and is 
designed to study, evaluate, or otherwise examine: (i) public benefit 
or service programs; (ii) procedures for obtaining benefits 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 benefits or services under those programs; 
and

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



Waiver of documentation 
(signature) of consent

3 options, any can apply, each requires protocol-specific comments

i) That the only record linking the subjects and the research would be the informed 
consent form and the principal risk would be potential harm resulting from a breach of 
confidentiality. Each subject or legally authorized representative will be asked whether the 
subject wants documentation linking the subject with the research, and the subject’s 
wishes will govern; or 

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

(iii) If the subject or legally authorized representative 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. 

In cases in which the documentation requirement is waived, the IRB may require the 
investigator to provide subjects or legally authorized representatives with a written 
statement regarding the research.



Heads Up!

If you apply for a waiver of 

documentation of informed 

consent, and HIPAA applies at all to 

your study (Parts I, II, or III), you will 

also need to apply for an alteration 

of HIPAA authorization



HIPAA Waivers and 
Alterations

PART I - ADMINISTRATIVE 

INFORMATION



HIPAA Waivers and 
Alterations

PA RT  I I - S O U RC E S  O F  P H I



HIPAA 
Waivers and 
Alterations

Each criterion requires protocol-specific comments



Multiple 
Cohort 
Studies

YO U  C A N  U S E  M U LT I P L E  

WA I V E R  WO R K S H E E T S  O R  

M ULT I P L E  R E L E VA N T  PA RT S  O F  

T H E  WO R K S H E E T

M A K E  T H E  WO R K S H E E T  WO R K  

FO R  YO U!

M A K E  S U R E  TO  I N C LU D E  T H E  

A P P RO P R I AT E  R AT I O N A L E  FO R  

E ACH  CO H O RT  A N D  S E L E CT  T H E  

C O R R E C T  I N FO R M AT I O N  I N  

E I R B



Questions



Contact Us

Jessica Blackburn, MPH, 
CIP

(404) 712-9698

Clarissa Blackmon, BS (404) 727-8864

Maria Davila, MD, MA 
(Bioethics), CCRC, CIP

(404) 712-0724

Shara Karlebach, WHNP-
BC, CIP

(404) 712-0727
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