Children’s
Hospn‘ol
LOS 'ANGELES!

CHART REVIEWS & DATA
SETS

SKYLER ROTHGANGER

OGRAM (HSPP)



Learning Objectives:

Exempt vs. Expedited
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Data Sets Tips & Reminders
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HSPP Website:

L
t cnigrersQg | THE SABAN Bt ? : Q
. H S P P We b S I e *i?"/i}?ﬂsi# RESEARCE INSTITUTE CHLA Labs Core Facilities Education & Career Development Investigator Resources

e Guidance Documents . .
uman Subjects
* HRP-001 SOP: Definitions Protection Program

. el . HSPP) and
» Activities That Require IRB ;nstitu)tiaol;al Retiad

Review Board (IRB)

* HRP-310 Worksheet:
Human Research s s g ) e )

About Us Human Subjects Protection

. P r i Va Cy a n d C O n fi d e nt i a I ity The CHLA Human Subijects Protection Prograrn (HSPP) administrative team, within the centrelized ;:?é;?érrsdpz)Rg;d Institutional

department of Research Operations, is a vital rescurce for invastigators concucting human ressarch

activities at CHLA. The HSPP tecm provides regulatory expertise and administrctive suppert, ond serves as

.
I n I t e S e a rC h the primary centact for investigotors and research staff who are submitting research activities and fi ¢ 7
clinical trials for IRB review. HSPP Conflicts of Interest in Research

How We Support HSPP HIPAA and Research

The HSPP tecm is responsible for managing the CHLA ~uman Research Program. The HSP? team rovides
administrative support for human research activities to bs conducted at CHLA that are reviewed by the
CHLA Institutional Revisw Board (IRE) and other external IRBs. In addition to warking with IRBS, the HSPP

. . .
. tecm also works directly with CHLA investigators and research staff to facilitate submission of required <
nformation for IR3 review. Jointhe IRB

The HSPP also nas a Quality Assurance Program that provides education, training and guality

mprovement reviews to ensure compliance with federal and state regulations, and CHLA IRB policy anc
oracedures. The program is respensible for eveluating, tracking and moritoring the effectivensss cf the
CHLA Human Ressarch Program and for monitoring compliance with approved human resecrch studies
and cinical trils. HSPP Ceded Review Checklists and Forms

HSPP Quality Assurance and Quality
Improvement (QA/QI) Program

Federal Regulations, Guidance and State
Laws Pertaining to Human Research

CHLA's HSPP has full accreditation from the Association for the Accred tation of

. Human Resaarch Protections Programs (AAHRFP). The pragram has besn AA=RP? e e
u y accrecited since 2012, and wos granted full re-acereditation on Septemaer 15, /j’ﬁ nf'f"'/g
(S patl N

CHLA HSPP Policies and Procedures

2020 for five years. HSPP Education and Training Sessions
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Guidance
Documents:

* All guidance documents
can be found on the
HSPP website

* Click on the drop-down
button to expand the
menu to review the
guidance documents

* Clicking on the guidance
document(s) will open a
pdf in another tab
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Investigator Guidance Documents

Below are guidance documents for CHLA investigators who are conducting human
research.

Submitting for IRB Review

Activities that Require IRB Review

Differences Between Research and Quality Improvement Activities
Conducting Risk Assessments

Privacy and Confidentiality in Research

Acceptable Blood Draw Volumes for Children in Research

Guidance for Future Use and Repositories

Recruitment, Consent and Assent

Identification and Recruitment of Research Participants
Research Involving Children
Obtaining and Documenting Consent and Assent

Remote Consent for Research: Obtaining Consent and Documenting Consent
(Electronic Consent)

Consenting Participants with Limited English Proficiency

CHLA Requirements for Certified Translations and Use of Interpreters
Consent from Adults that Require a Legally Authorized Representative
Waivers of Consent and Documentation of Consent

Payment for Participation Guidance

Reporting Events and New Information to the IRB

New Information that Requires Prompt Reporting

HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)




Education
and Training
Sessions:

* https://www.chla.org/rese

arch/hspp-education-and-
training-sessions

* This is where you can find
the slides for previous
education and training
sessions. The
presentations can be
helpful to refer to if your
guestion has not been
answered in another
guidance document
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Human Subjects Protection Program (HSPP) and

Institutional Review Board (IRB)

Research > Human Subjects Protection Program (HSPP) And Institutional Review Board (IRB) > HSPP Education and Training Sessions

HSPP Education and Training Sessions

Tea with the IRB (Previous Sessions)

April 2022: Basics of Ceded IRB Review

June 2022: Ceded Review Submissions

September 2022: Tips for Successful Submissions to the CHLA IRB

March 2023: Overview of Reliance on Another IRB For Review and Oversight

April 2023: Overview of ClinicalTrials.gov

May 2023: Recruitment and Compensation for Participation

July 2023: Research Regulatory Requirements and CHLA's Use of an Electronic Regulatory Binder
* System

August 2023: Quality Improvement vs Research

September 2023: Submitting Amendments

October 2023: Chart Reviews and Data Sets

November 2023: Tips for Writing the IRB Protocol Document

December 2023: Overview of the SMART IRB Reliance System and Irex to Request, Track, and
Document Reliance Arrangements

February 2024: submission of Continuing Reviews to the CHLA IRB

March 19, 2024 - Pl Roles and Respensibilities and Managing Change in Pl Amendment
Applications

April 16, 2024 - Criteria for Approval/11 findings

May 21, 2024 - A Dialogue with Information Security Guest Speaker: Robert Crawfoot

Upcoming Training Events

* July 16, 2024 - HIPAA in the research context and use of the revised research HIPAA authorization
form (Presented by Joanna Balducci)

e« July 30,2024 - A Dialogue with Laboratory Medicine Guest Speaker: Monica Mendez (Presented by
Rocio Yong)

* August 20, 2024 - Ceded IRB Review: Tips & Guidance for Submitting New iStar Study Applications
(Presented by Liz Stefani)

Human Subjects Protection
Program (HSPP) and Institutional
Review Board (IRB)

HSPP Conflicts of Interest in Research
HSPP HIPAA and Research

HSPP Quality Assurance and Quality
Improvement (QA/QI) Program

Join the IRB

Federal Regulations, Guidance and State
Laws Pertaining to Human Research

HSPP Ceded Review Checklists and Forms
CHLA HSPP Policies and Procedures

HSPP Education and Training Sessions

IRB Satisfaction Survey

Clinical Trials

Learn about all research studies and clinical
trials.
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https://www.chla.org/research/hspp-education-and-training-sessions
https://www.chla.org/research/hspp-education-and-training-sessions
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Study
Protocol
Templates:

* Every new iStar
submission will require a
protocol

* Please ensure that you
utilize the protocol
template that is
appropriate for your
research

* The protocol templates
include the required
information needed to
make regulatory
determinations for IRB
approval
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IRB Templates and Forms

All research studies submitted for IRB review should include a protocol. There are protocol templates
below for describing research studies that do not have a sponsor written protocol. These templates
include the required information needed to make regulatory determinations for IRB approval.

There are consent form templates and standards below for writing new consent and assent forms, or to
customize consent document(s) so they include CHLA required consent language. While there is no
requirement to use a CHLA consent template, there is a requirement to include specific language in all
consents that will be used to enroll CHLA participants.

IRB Protocol Templates
* Protocol Template for Chart Review Research Studies
= Protocol Template for Clinical Research

» Protocol Template for Clinical Trial

IRB Consent Form Templates and Consent Form Standards

= CHLA Consent Form Standards and Sample Language

.

CHLA Template Informed Consent/Parental Permission/Assent Form
» CHLA Template Simplified Assent Form for Children and Adults Unable to Consent

« CHLA Template Research Information Sheet (minimal risk — no signature blocks)

CHLA Template Addendum Consent for New Information

.

CHLA Template Addendum Consent for Subjects Turning 18

.

CHLA Template Informed Consent Parental Permission Assent Form for Single Patient Treatment
IND or IDE (expanded access)

.

CHLA Template Simplified Assent Form for Single Patient Treatment IND or IDE (expanded access)

HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)




Exempt vs. Expedited Chart
Reviews
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Determining Review Type:

 There are two primary paths for chart reviews:

1. Exempt (4)
» Shortest application of the two review types
e Consent not required

* HIPAA authorization will be required unless a waiver can be justified (if
applicable)

2. Expedited (5)
* Longer application of the two review types
* Consent or justification for a waiver of consent will be required

* HIPAA authorization will be required unless a waiver can be justified (if
applicable)
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Exempt (4) Studies:

What is allowed under 45 CFR
46.104(d)(4):

* Secondary research use of data
collected by a separate primary
activity

e Data that exists now or will exist
in future (i.e., retrospective and
prospective)

What is not allowed:

* Primary collection of data for
research purposes

* Research involving interactions
or interventions with subjects

Children’s
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Chart 02: Is the Research Involving Human Subjects
Eligible for Exemption Under 45 CFR 46.104(d)?

Has HHS prohibited exemption of the human subjects research? (Most Mo exemptions to 45 CFR
research involving prisoners, some research involving children.) —@-’ part 46 apply. Provisions of
45 CFR part 46, subpart A
45 CFR 46.104(b]
[ ) apply, and subparts B, C, and
D also apply if subjects are
members of populations

Will the onlfy* involvement of human subjects be covered [n those subparts.

in one or more of the following categories?

Research conducted in blished or J pted Cssirgﬁt[i;":i > Goto
educational settings, involving normal education practices? @ ’ 104(d)(1) Chart 03

9 may apply.

Research only including interactions involving educational tests, survey _@_’ CFE;?ETE?;[EJ;?
procedures, interview procedures, or observation of public behavior? .

i may apply.

Go to
2 chaos

Research invalving benign behavioral interventions and _@_’ c:;i?p]tﬁ? d‘;f's] > Goto
collection of infermation from adults with their agreement? - Chart 05
may apply.
. Exemption 45 CFR Goto
Secondary research use of identifiable private @ }
information or identifiable biospecmens? 6104 (W or  -IChaniCok
(d)(8) may apply. Chart 10
Research studying, evaluating, or examining @ ) CE;TQTET:SS > Go to
public benefit or service programs? -104(d)(5) Chart 07
i may apply.
. . . Exemption 45
Research involving taste and food quality _@_’ Goto
luation of ptance studies? CFRA6.104(d)(6) > oo 0g
may apply.
Storage or maintenance of identifiable private information or _@_’ CE;EAI.ETT:JTEJ;??] L Goto
identifiable biospecimens for secondary research use? : Chart 09

may apply.
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Exempt (4) Studies:

What do we mean by primary collection of data for research purposes?

* Primary data refers to the firsthand data gathered by the researcher
* e.g., surveys, observations, experiments, questionnaire, personal interview

e Secondary data simply refers to data collected by someone else for
purposes other than the current research

* e.g., medical records, student records

« Remember, research involving primary collection of data for research
purposes and research involving interactions or interventions with
subjects are ineligible for exemption under 45 CFR 46.104(d)(4)
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Exempt (4

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?

* (i) The identifiable private
information or identifiable
biospecimens are publicly T | oot e e e it ot

H uses of identifiable private information publicly available?

a Va ilable; @m . [45 CFR46.104(¢) (4)()]

* Note: Publicly available is — e —
defined d d / The research s notexemp ettt by the iestator nsch amaer it e ey of he.
e I n e a S ata a n O r under 45 CFR 46,104(d)(4) / ¢ y

. . _ hIJI_T!an sgb]ects cannot readily be :clscen_ained directly or through
specimens that are accessible e M e D S ittt o

tO. anyone in the general pu blic, hars o seany i 5078 5 104000 é

without the need for special
1Fi1 1 1 1 Does th h involve only information collection and analysis involving th
qua lification, permissions, or ivestigatosuse of et faple heath iarmatin hen ht se s reuiaed
under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare

p r I VI I e ge S operations" or "research’ as defined at 45 CFR 164.501 or for “public health

activities and purposes” as described under 45 CFR 164.512(b)?

* Example: Information o 45104000)
searchable online or available at

a I I b ra ry Is the research conducted or supported by, or on behalf of, a Federal department or agency using
government-generated or government-collected information obtained for nonresearch activities, and
the research generates identifiable private informatien that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
all of the identifiable private information collected, used, or generated as part of the activity will be
maintained in systems of records subject ta the Privacy Act of 1974, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 19957

* This is very uncommon. ®

D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

?v v

Research may be exempt under 45 CFR 46.104(d)(4).
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Exempt (4)(

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?
[ ] (I I) lnfo rm a tl O n, Wh I Ch m a y D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

include information about |

biospecimens, is recorded by the ) e @
investigator in such a manner o

that the identity of the human premm R [ e o

under 45 CFR 46.104(d)(4) human subjects cannot readily be ascertained directly or through

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

|5 the identifiable private information

identifiers linked to the subjects, the investigator does not contact the

S u b j e C tS C a n n O t r e a d i l y b e EXS:];%;T dz:::irun subjects, and the investigator will not re-identify subjects?

charts to see if any other 45 CFR 46.104(d) (4)(il]

ascertained directly or through o )
identifiers linked to the subjects, o e o et ey

under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare
operations" or "research’ as defined at 45 CFR 164.501 or for “public health

th e in Vestiga tor do es n O t Con tact activities and purpasr-:j;2::;sc;1t:3:4u}:?:;r45 CFR 164.512(b)?
the subjects, and the investigator
will not re-identify subjects; e e oot (o4

the research generates identifiable private informatien that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and

. all of the identifiable private information collected, used, or generated as part of the activity will be
[ N t 4 C t d | b maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the
o e ° a n n O re a I y e information used in the research was collected subject to the Paperwork Reduction Act of 19957
[45 CFR 46.104(d)(4)(iv)]

ascertained is key. ® ©

Research may be exempt under 45 CFR 46.104(d)(4).

ry
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Exempt (4)(

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?
° (ii) m ay in Clu de info rm a tio n ab O u t D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT
biospecimens, but not the direct use
of biospecimens themselves. S, iy | @)y oo bedmioos bonen

i i 7
or identifiable hiospecimens? * publicly available?
Is the information, which may include information about hiospecimens,

[45 CFR 46.104(d)(4)(i)]
b Exa m p I e : St u d y I n g h e a I t h re CO rd S The research is not exempt recorded by the investigator in such a manner that the identity of the

under 45 CFR 46.104(d)(4) human subjects cannot readily be ascertained directly or through

H H H H identifiers linked to the subjects, the i tigator d it contact th
with information on donated tissue Doudeote s e oty s
charts to see if any other 45 CFR 46.104(d) (4)(il]

samples obtained during a standard exmptons 5. 0 ®
Of Ca re p roce d u re WO u I d I i ke Iy Does the research involve only information collection and analysis invalving the

investigator's use of identifiable health information when that use is regulated
under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare

. .
q u a I Ify fo r exe m ptl O n operations" or "research’ as defined at 45 CFR 164.501 or for “public health

activities and purposes” as described under 45 CFR 164.512(b)?
[45 CFR 46.104(d)(4) jii)]

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

[ ] D t p p I ] I f h 1 I Is the research conducted or supported by, or on behalf of, a Federal department or agency using
o e s n o a y ° re S e a rC I n VO Ve S government-generated or government-collected information obtained for nonresearch activities, and
the research generates identifiable private informatien that is or will be maintained on information

t h e use Of b i O S p e Ci m e n S ( e g D N A technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
L] .'

all of the identifiable private information collected, used, or generated as part of the activity will be
maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the

ext ra Ct i O n O r a n a Iys i S ) information used in the research was collected subject to the Paperwork Reduction Act of 19957

[45 CFR 46.104(d)(4)(iv)]
@ ? Yy

Research may be exempt under 45 CFR 46.104(d)(4).
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Exempt (4)(ii

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?

* The focus of this category is
how information obtained by
the investigator is recorded B e | g S

publicly available?
[45 CFR 46.104(d)(4)(i)]

o E I e m e nts Of a H I PAA I i m ite d @ Is the information, which may 'n?;einformation about biospecimens,

The research is not exempt recorded by the investigator in such a manner that the identity of the

.
d a ta S et a re n Ot C O n S I d e re d under 45 CFR 46.104(d)(4) human subjects cannot readily be ascertained directly or through
Go to the other identifiers linked to the subjects, the investigator does not contact the
subjects, and the investigator will not re-identify subjects?

readily identifiable and can be oo
recorded by the investigator 4 ®

Does the research involve only information collection and analysis involving the
investigator's use of identifiable health information when that use is regulated
under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare
operations” or "research” as defined at 45 CFR 164.501 or for “public health
activities and purposes” as described under 45 CFR 164.512(b)?

[45 CFR 46 104(d){4) i)

D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

or identifiable biospecimens? *

* The next slide will go into
I d e nt Ifl e rS t h at WI I I n Ot b e Is the research conducted or supported by, or on behalf of, a Federal department or agency using

] ] government-generated or government-collected information obtained for nonresearch activities, and

a I I Owe d u n d e r t h I S reVI eW the research generates identifiable private informatien that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and

all of the identifiable private information collected, used, or generated as part of the activity will be

ty p e maintained in systems of records subject ta the Privacy Act of 1974, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 19957

[45 CFR 46.104(d)(4)(iv)]
@ ? Yy

Research may be exempt under 45 CFR 46.104(d)(4).
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Exempt (4)(ii) — Prohibited

|dentifiers:

See below for an example of prohibited identifiers for exempt (4)(ii):

Names;

Street address;

Telephone number;

Fax number;

Electronic mail address;

Social Security Number;

Medical Record Number;

Health plan identification number;
Account number;
Certificate/license number;

Children’s
H I
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Vehicle identifiers and serial numbers,
including license plate number;

Device identifiers and serial number;

Web addresses (URLs) / Internet IP
Addresses;

Biometric identifiers, including finger
and voice print;

Full face Bhotographic images and any
comparable images;

Any other unique identifying number,
characteristic, or code*

HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)




Exempt (4)(

* (iii) The research involves only
information collection and
analysis involving the
investigator's use of
identif?able health information
when that use is requlated
under 45 CFR parts 160 and
164, subparts A and E, for the
purposes of “health care
operations” or “research” as
those terms are defined at 45
CFR 164.501 or for “public
health activities an
purposes” as described under
45 CFR 164.512(b); or

Children’s
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Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?

D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Does the research involve secondary |5 the identifiable private information

G uses of identifiable private information —@-b or are the '“bel,’“"”ah'?‘ bilj?svpemmens
or identifiable hiospecimens? * publicly available”

@ [45 CFR 46.104(d)(4)(i)]
Is the information, which may include information about biospecimens,

The research is not exempt recorded by the investigator in such a manner that the identity of the
under 45 CFR 46.104(d)(4) human subjects cannot readily be ascertained directly or through
identifiers linked to the subjects, the investigator does not contact the

Go to the other subjects, and the investigator will not re-identify subjects?

exemption decision
charts to see if any other 45 CFR 46.104(d) (4)(il]

exemptions apply. ? é

Does the research involve only information collection and analysis involving the
investigator's use of identifiable health information when that use is regulated
under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare
operations" or "research’ as defined at 45 CFR 164.501 or for “public health
activities and purposes” as described under 45 CFR 164.512(b)?

[45 CFR 46 104(d){4) i)

Is the research conducted or supported by, or on behalf of, a Federal department or agency using
government-generated or government-collected information obtained for nonresearch activities, and
the research generates identifiable private informatien that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
all of the identifiable private information collected, used, or generated as part of the activity will be
maintained in systems of records subject ta the Privacy Act of 1974, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 19957

[45 CFR 46.104(d)(4)(iv)]
@ ? Yy

Research may be exempt under 45 CFR 46.104(d)(4).
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Exempt (4)(

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?
E Xe m pt Catego ry 4 ( i i i ) i n C | u d e S t h e D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT
secondary use of data if all of the
abstracted data is regulated by HIPAA. el A N S

or identifiable biospecimens? *
[45 CFR 46.104(d)(4)(i)]

0

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Is the information, which may include information about hiospecimens,

I m p o rta nt : The research is not exempt recorded by the investigator in such a manner that the identity of the
under 45 CFR 46.704(d)(4) human subjects cannot readily be ascertained directly or through
Go 1o the other identifiers linked to the subjects, the investigator does not contact the
subjects, and the investigator will not re-identify subjects?

exemption decision

¢ Ca n n Ot b e u Se d fo r S e CO n d a ry charts to see if any other 45 CFR 46.104(d) (4)(il]
. . . exemptions apply.
analysis of biospecimens ®

Does the research involve only information collection and analysis involving the
investigator's use of identifiable health information when that use is regulated
under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare

d Ca n n Ot b e u Se d fO r S e CO n d a ry operations” or "research” as defined at 45 CFR 164.501 or for “public health

activities and purposes” as described under 45 CFR 164.512(b)?

analysis of research datasets s s

Is the research conducted or supported by, or on behalf of, a Federal department or agency using
government-generated or government-collected information obtained for nonresearch activities, and
the research generates identifiable private informatien that is or will be maintained on information
. technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
M Ost C h a r‘t reVI eWS a t C H LA fa I I u n d e r‘ all of the identifiable private information collected, used, or generated as part of the activity will be
maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the

information used in the research was collected subject to the Paperwork Reduction Act of 19957

this review type. B 6 o
A

Research may be exempt under 45 CFR 46.104(d)(4).
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Exempt (4)(iv):

Chart 06: Does Exemption 45 CFR 46.104(d)(4) for
Secondary Research that Does Not Require Consent

Apply?

* (iv) The research is conducted by, or on behalf of,
a Federal department or agency using

government-generated or government-collected

D\ TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT

ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Does the research involve secondary Is the identifiable private information

information obtained for nonresearch activities, e sl dentaieprate niomaron. (@ ¢ LR Lpeemer
if the research generates identifiable private Ll LU
information that is or will be maintained on @

information technology that is subject to and in Theresearchisnotetemgt | " reoothc oy the vesigees v vt tht e ey of e

under 45 CFR 46.104(d)(4) human subjects cannot readily be ascertained directly or through
identifiers linked to the subjects, the investigator does not contact the

compliance with section 208(b) of the E- e
. . - ubjects, and the investigator will not re-identify subjects?
Government Act of 2002, 44 U.S.C. 3501 note, if senpn dcion SR = ——

charts to see if any other

all of the identifiable private information cemplons aply ? o

collected, used, or generated as part of the Does e reseatch il oly iformatoncllectonand anaysis nvolig the
activity will be maintained in systems of records nder 45 GFRpas 160 and 156, subprt A . fo puposes of e

operations” or "research” as defined at 45 CFR 164.501 or for “public health

SUbject to the Privacy Act Of 1974, 5U.S.C. 5520, activities and purposes” as described under 45 CFR 164.512(b)?
and, if applicable, the information used in the —
research was collected subject to the Paperwork . -
Reduction Act of 1995, 44 U.S.C. 3501 et seq. gt mens et of gove nencalsted iomatiosated for morecerch s an

the research generates identifiable private informatien that is or will be maintained on information
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
° . h [ all of the identifiable private information collected, used, or generated as part of the activity will be
Example' ResearCh on Medlcare C/alms Data maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the
information used in the research was collected subject to the Paperwork Reduction Act of 19957

[45 CFR 46.104(d)(4)(iv)]

vy

Research may be exempt under 45 CFR 46.104(d)(4).
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Expedited (5):

* Research involving materials (data, documents, records, or
specimens) that have been coIIected or will be collected solely for
nonresearch purposes (such as medical treatment or diagnosis)

* Increasingly uncommon since the Common Rule was implemented

. Expedlted Category (5) should be used if you are:

* Doing secondary analysis of biospecimens

* Doing secondary analysis of research datasets or other data sources that
are not protected by HIPAA

. Ifhdata from your research will be submitted to or held for inspection by
the FDA

* Note: With the exception of category 6, FDA-regulated research does not qualify for
exempt status

Children’s
Hospl tal
LOS ANGELES HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)




Consent and Research HIPAA
Authorization:

T et )| bpedited

Consent Not Required Required or Waiver of
Consent

Consent: While exempt research does not require consent, expedited research
requires that either consent be obtained or a justification describing why the
criteria for a waiver of consent are met.

A waiver of consent can only be granted if the research would not be practicable

without it. Some examples are:

* Many of the subjects are lost to follow up, no longer seen at the
hospital/facility, or deceased

e The study will be examining records from a large number of subjects, and it
would not be feasible to contact all of them
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Consent and Research HIPAA
Authorization:

T et )| bpedited

Research HIPAA Maybe Maybe
Authorization

HIPAA: Do you intend to access, review, collect, use, or disclose Protected Health
Information (PHI/ePH]I) in your research? If yes, then HIPAA will need to be
addressed in the application.

Much like with consent, a waiver of research HIPAA authorization can only be

granted if the research would not be practicable without it. Some examples are:

* Itis not possible to locate many of the potential participants because they have
left the area or are otherwise lost to follow up

* Itis not feasible to individually contact the large numbers of participants
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Exempt vs. Expedited Chart Reviews:

« Still Unsure About Review Type? If you are uncertain
about the appropriate review type for your study, don’t
worry. It’'s a common concern.

* Recommendation: In such cases, we typically recommend
initially submitting your chart review as an Expedited
Review.

 Why Expedited? The choice of expedited review allows
for a more efficient initial assessment, and here is the key
point — it is easier to transition from an expedited
application to exempt than the other way around.

* Expedited to Exempt: If your new study is found to meet
the criteria for exemption, the application can be adjusted
accordingly.
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Data Sets:

All studies, regardless of review type, must thoroughly
explain how the data will be labeled. Data can be
labeled in the following ways:

Definitions

» ldentifiable: Data and/or specimens are directly labeled with a subject’s identifying information
. . o (e.g., name, social security number, medical record number, etc.) so that they can be readily
connected to a specific subject. Example: A blood specimen is labeled as Rose Smith, MRN
D I re Ct Iv I d e n t I fl a b I e #007. This method of labeling does the least to protect subjects from a breach of
confidentiality. As such it is rarely approved by the IRB, and only if the research aims cannot

be achieved by other means AND the investigator has put protections in place to secure the
data.

C O d e d » Coded: Data and/or specimens are labeled with a unique number or code (e.g., Study ID). A

separate link (key) is kept which connects this ID number to a patient identifier (e.g., name,
medical record numbers, etc.). Data/specimens are usually coded if an investigator anticipates
. o o . that they may need to gather additional data or verify subject data at more than one point over
D e - I d e n t I fl e d / A n O nv m I Ze d the life of the study. As long as a link exists, data are considered indirectly identifiable and not
anonymous, anonymized or de-identified. Example: The data collection form or specimen is
labeled as Study ID #001, and a separate link is kept which correlates this number to the
subject’s identify (e.g., Study ID #001 Rose Smith).

[ ) A v r r ‘ » Anonymized or De-identified: A record and/or specimen from which identifying information
n O n O u S (e.g., Study ID, name, medical record number) is removed. For a data set or specimen to be

considered de-identified, a key code must not exist and/or the data/specimen must be stripped
of any indirect identifiers (study ID) or direct identifiers. The remaining data cannot include any
information that could have the potential for deductive disclosure.

» Anonymous: Identifiers were not collected at any point in the research and cannot be
retrieved by the investigator. Example: There are no identifiers (direct or indirectly linked via a
code) on the data collection form or associated with the biological specimens.
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Data Sets (Cont.):

* Directly Identifiable: Data are directly labeled with a
subject’s identifying information (e.g., name, social
security number, medical record number, etc.) so that
they can be readily connected to a specific subject.
This method of labeling does the least to protect
subjects from a breach of confidentiality. As such it is
rarely approved by the IRB, and only if the research
aims cannot be achieved by other means AND the
investigator has put protections in place to secure the
data.

 Example: The data collection form is labeled as Rose Smith,
MRN #007.
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Data Sets (Cont.):

* Coded: Data are labeled with a unigue number or code
(e.g., Study ID). A separate link (key) is kept which
connects this ID number to a patient identifier (e.g.,
name, medical record numbers, etc.). Data are usually
coded if an investigator anticipates that they may need to
gather additional data or verify subject data at more than
one point over the life of the study. As long as a link
exists, data are considered indirectly identifiable and not
anonymous, anonymized or de-identified.

 Example: The data collection form is labeled as Study ID #001,
and a separate link is kept which correlates this number to the
subject’s identify (e.g., Study ID #001 Rose Smith).
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Data Sets (Cont.):

 Anonymized or De-identified: A record from which
identifying information (e.g., Study ID, name, medical
record number) is removed. For a data set to be
considered de-identified, a key code must not exist
and/or the data must be stripped of any indirect
identifiers (study ID) or direct identifiers. The
remaining data cannot include any information that
could have the potential for deductive disclosure.
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Data Sets (Cont.):

 Anonymous: lIdentifiers were not collected at any
point in the research and cannot be retrieved by the
investigator.

 Example: There are no identifiers (direct or indirectly linked
via a code) on the data collection form.

* This approach is not only a gold standard for
safeguarding privacy; it is also likely to lead to a
smoother and faster review process with the IRB
because the risks to participants are significantly
reduced.
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Data Sets: Coded vs. De-Identified

Coded data and de-identified data are often used interchangeably in
applications, but they represent two different ways data can be

labeled.

* If a key code exists, subjects can still be identified. Remember, coded
data is considered indirectly identifiable

* Sending data to an outside collaborator while retaining the key code
and subject ID column means that you are sending coded data, not
de-identified data

* |n this scenario, the outside collaborator can reach back out to the CHLA
study team and ask for additional information on “Subject ID 001”

* However, stripping the studY ID column from the data prior to
sending it to the outside collaborator would mean the data being

sent has been de-identified

* In this scenario, the outside collaborator would have no way of seeking
additional data on a particular subject
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Data Sets: Minimum Necessary
Standard

* With all research, you should only collect the minimum necessary
information required to answer your research question

e Data Collection Sheets should be provided for all review types
* Reminder: Never send us subject data

Important!

* For studies where the data was recorded as directly identified or
coded, after the research data collection is completed, the research
team should “de-identify” the study data at the earliest time
possible, consistent with the approved research plan.

* Reminder: De-identifying the study data is done by destroying the key to
the code and/or stripping the data set of the study ID or direct identifiers
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Data Sets: Prospective vs.
Retrospective

Retrospective:

e Data existing prior to the IRB received date

Prospective:
e Data existing after the IRB received date

oo S
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Tips & Reminders:

When writing the protocol, please ensure the document reflects the
following information:

* For studies only wanting to use retrospective data, indicate the
data’s date range that the study team will utilize (i.e., MM/DD/YYYY
— MM/DD/YYYY) in the protocol

* Ensure that the protocol reflects the source of data to be accessed
* This will likely determine the review type of the study
* |f accessing research data from a repository, provide the CHLA# associated
with the repository

* If accessing data from patient medical records, clarify whether or not
the request for medical records will be done through the CHLA
Health Information Management (HIM) department

* Describe, in detail, how data will be used, limits on access, and how
data will be safeguarded
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Tips & Reminders:

* Please read your letters. Exempt does not mean
exempt from needing to submit amendments

* Furthermore, the iStar application should be closed
once the research has been completed

Note: Any changes or modifications to the study will require submission of an amendment
application. Changes to the study may require expedited or full board review.The 1Star
application should be closed once the research has been completed.

This 1s an auto-generated email. Print this notice for your records. Please do not respond
directly to this message using the "reply" address. A response sent in this manner cannot be
answered. If you have further questions about this letter, please contact the CHLA HSPP Office
at (323) 361-2265 or hspp@chla.usc.edu.
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Resources:

* https://www.chla.org/research/hspp
e CHLA-Repository-Future-Use-Guidance.pdf

* https://www.chla.org/research/hspp-education-and-training-
sessions

* https://www.chla.org/sites/default/files/atoms/files/HIM requ
est for data.pdf

e https://www.hhs.gov/ohrp/regulations-and-policy/decision-
charts-2018/index.html

e https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-
A/subchapter-A/part-46

* https://www.hhs.gov/ohrp/regulations-and- .
policy/guidance/categories-otf-research-expedited-review-
procedure-1998/index.html
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https://www.chla.org/research/hspp
https://www.chla.org/sites/default/files/2024-05/CHLA-Repository-Future-Use-Guidance.pdf
https://www.chla.org/research/hspp-education-and-training-sessions
https://www.chla.org/research/hspp-education-and-training-sessions
https://www.chla.org/sites/default/files/atoms/files/HIM_request_for_data.pdf
https://www.chla.org/sites/default/files/atoms/files/HIM_request_for_data.pdf
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/decision-charts-2018/index.html
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html

Thank youl!

CHLA HSPP Office:
Telephone: 323.361.2265
Email: hspp@chla.usc.edu
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Skyler Rothganger:
Telephone: 818.925.6922
Email: srothganger@chla.usc.edu
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