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* Guidance Documents Human Subjects

* HRP-001 SOP: Definitions Protection Program

* Activities That Require IRB Review (HSI.)P) .and :
Institutional Review

* HRP-310 Worksheet: Human Board (IRB)
Research

* Privacy and Confidentiality in
Research

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

About Us Human Subjects Protection

The CHLA Human Subjects Protection Program (HSPP) administrative team, within the centralized Program (HSPP) and Institutional

department of Research Operations, is  vital resource for investigators conducting human research Review Board (IRB
activities at CHLA. The HSPP team provides regulatory expertise and administrative support, and serves as

. . .
L] E d u ca t I O n a n d I ra I n I n g the primary contact for investigators and research staff who are submitting research activities and Federal Regulations, Guidance and State

clinical trials for IRB review. T
Laws Pertaining to Human Research

How We Support

HSPP Conflicts of Interest in Research
The HSPP team is responsible for managing the CHLA Human Research Program. The HSPP team provides
administrative support for human research activities to be conducted at CHLA that are reviewed by the HSPP HIPAA and Research
° CHLA Institutional Review Board (IRB) and other external IRBs. In addition to working with IRBs, the HSPP
St u d y P ro to C O I Te m p I a te S team also works directly with CHLA investigators and research staff to facilitate submission of required

information for IRB review.

CHLA HSPP Policies and Procedures

The HSPP also has a Quality Assurance Program that provides education, lrvummg and quality HSPP Ceded Review Checklists and Forms
improvement reviews to ensure compliance with federal and state regulations, and CHLA IRB policy and
procedures. The program is responsible for evaluating, tracking and monitoring the effectiveness of the

CHLA Human Research Program and for monitoring compliance with approved human research studies HSPP Quality Assurance and Quality
and clinical trials Improvement (QA/QI) Program
CHLA's HSPP has full accreditation from the ion for the Accreditation of

. HSPP Education and Training Sessions
Human Research Protections Programs (AAHRPP). The program has been AAHRPP

accredited since 2012, and was granted full re-accreditation on September 15,
2020 for five vears.
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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

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
Drugs and Devices

* Clinical Investigations Involving Drugs and Biologics

* Clinical Investigations Involving Devices

« Expanded Access and Emergency Use of a Test Article (Drugs, Biologics and Devices)
Amendments to CHLA IRB Approved Research

* Amendments to CHLA IRB Approved Research

Continuing Review Requirements and Submission of Closure Reports

* Continuing Review Requirements and Submission of Closure Reports

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 question has not been
answered in another
guidance document.

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
« May 2022: Tips for Writing the IRB Protocol

* June 2022: Ceded Review Submissions

2022: Tips for Submissions to the CHLA IRB
* October 2022: Submitting Amendments
* November 2022: Chart Reviews and Datasets
« January 2023: Tips for Successful Submission of Continuing Reviews 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 Requi and CHLA's Use of an Electronic Regulatory Binder
System

« August 2023: Quality Improvement vs Research

Upcoming Training Events
* September 19, 2023: Submitting Amendments (presented by Maryann Girgis)
« October 17,2023: Chart Reviews and Data Sets (presented by Skyler Rothganger)

Invites for the entire series are sent out annually. If you did not receive an invite and would like to be
added to the invite list, please contact Adrian Sibal (asibal@chla.usc.edu) to request to be added.

Requests for In-Service Training

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

Federal Regulations, Guidance and State
Laws Pertaining to Human Research

HSPP Conflicts of Interest in Research
HSPP HIPAA and Research

CHLA HSPP Policies and Procedures

HSPP Ceded Review Checklists and Forms

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

HSPP Education and Training Sessions

Clinical Trials

Learn about research studies and clinical
trials.

Human Subjects Protection Program (HSPP) and Institutional Review Board (IRB) News
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https://www.chla.org/research/hspp-education-and-training-sessions
https://www.chla.org/research/hspp-education-and-training-sessions

Study
P ro t O C O I 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

I e I I I p | a t e S 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.

* Every new iStar submission
will require a protocol.

IRB Protocol Templates

* Protocol Template for Chart Review Research Studies

* Please ensure that you « Protocol Template for Clinical Research
utilize the protocol « Protocol Template for Clinical Tril
tem P late that is IRB Consent Form Templates and Consent Form Standards
approp riate for your « CHLA Consent Form Standards and Sample Language
researc h . « CHLA Template Informed Consent/Parental Permission/Assent Form

¢ CHLA Template Simplified Assent Form for Children and Adults Unable to Consent

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

o 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)

o CHLA Template Simplified Assent Form for Single Patient Treatment IND or IDE (expanded access)
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Exempt vs. Expedited Chart
Reviews

LO?&.HC?EILESL(% HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)



Determining Review Type

There are two primary paths for chart reviews:

1. Exempt (4)
* Shortest application of the two review types
* 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)

Childr.en's»
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LOS 'ANGELES:




Exempt Studies (4)

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 No exemptions to 45 CFR
W a t I S a Owe d u n d e r 45 C F R research involving prisoners, some research involving children.) —®-> part 46 apply. Provisions of
45 CFR part 46, subpart A
45 CFR 46.104(b
t ®) apply, and subparts B, C, and

46 104(d ) (4) . D also apply if subjects are

L] . 3
members of populations

Will the only* involvement of human subjects be covered in those subparts.

° Secondary researCh use Of data in one or more of the following categories?
collected by a separate primary | J T

. . Research conducted in blished or J ) Goto
aCt'V'ty educational settings, involving normal education practices? @ > CF’:::YJB(;‘:)(S)U) P Chart03

* Data that exists now or will exist in @ Exempton 45
Research only including interactions involving educational tests, survey @ - . Goto
p , interview procedures, or observation of public behavior? CFR 46.104(d)(2) Chart 04

future (i.e., retrospective and : o oo
p rO S p e Ct i Ve ) Research involving benign behavioral interventions and _@_> Exemption 45 Goto

collection of information from adults with their agreement? CFR46.104(d)(3) = Chart 05
may apply.

Secondary research use of identifiable private @ Exemption 45 CER i
information or identifiable biospecmens? 46.104(d)4)or - EpLCHAICHOK
o . (d)(8) may apply. Chart 10
.
What is not allowed: =
Research studying, evaluating, or examining Exemption 45 Goto
Q> crravi04a)5) >

° P ri m a ry CO I Ie Ct i O n Of d ata fo r public benefit or service programs? iy Aoy Chart 07
research purposes o

. . . . Rssea‘rch;nvolving taste and food g;l:h;‘?g? _®_> CFR 46.104(d)(6) = Gaonto
 Research involving interactions or f . e
i n te rve n t i O n S W it h S U bj e CtS Storage or maintenance of identifiable private information or __@_’ Exemption 45 Goto

- may apply.
identifiable biospecimens for secondary research use? CFR46.104(d)(7) > Chart 09
may apply.

Children’s
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Exempt Studies (4):

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

* Primary data refers to the firsthand data gathered by the researcher

* For example: surveys, observations, experiments, questionnaire, personal
interview

» Secondary data refers to data collected by someone else for purposes
other than the current research
* For example: 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)

Childr.en's»
Hosp|tal HUMAN SUBJECTS PROTECTION PROGRAM (HSPP) 10
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Exempt (4)(i)

* (i) The identifiable private
information or identifiable
biospecimens are publicly
available

* Publicly available is defined as data
and/or specimens that are
accessible to anyone in the general
public, without the need for special
gualification, permissions, or
privileges

* For example: Information searchable
online or available at a library

* This is very uncommon.

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

Apply?

C‘. 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.

Is the identifiable private information
or are the identifiable biospecimens
publicly available?

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

‘/, Does the research involve secondary
{ S"lll ~— uses of identifiable private information

or identifiable biospecimens? *

0

The research is not exempt
under 45 CFR 46.104(d)(4).

Is the information, which may include information about biospecimens,
recorded by the investigator in such a manner that the identity of the
human subjects cannot readily be ascertained directly or through
identifiers linked to the subjects, the investigator does not contact the

Go to}the othe( subjects, and the investigator will not re-identify subjects?
exemption decision
charts to see if any other [45 CFR 46.104(d)(4) ()]
exemptions apply. ﬁ

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 information 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 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)]

?V v

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

Children’s
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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?
* (i) Information, which may Wl s
include information about -
biospecimens, is recorded by the (& =i @ NI
investigator in such a manner @
that the identity of the human UM | Litwmissbrimired presfibiomsiieae i

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

/ H Go to the other identifiers linked to the subjects, the investigator does not contact the

S u jects Can n O t rea I V e : o subjects, and the investigator will not re-identify subjects?
exemption decision
charts to see if any other [45 CFR 46.104(d)(4) ()]

ascertained directly or through 0 —
iden tl:fiers lin ked to th e SUbjectS, Does the research involve only information collection and analysis involving the

investigator's use of identifiable health information when that use is regulated

Is the identifiable private information

under 45 CFR parts 160 and 164, subparts A and E, for purposes of "healthcare

the investigator does not contact e Rl LT
the subjects, and the investigator —
Wi/l n O t rE'iden tlfy SUbjeCts; 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 information 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

o N ote : Ca n n Ot re a d I Iy b e 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

ascertained is key. o) 6 o

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

Childr.en's»
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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?
. .
* The f f this category is h
€ Tocus ot tnis category IS how oy S e ssA oS e SO e B
informati btained by th
In Or a Ion o alne y e y Does the research involve secondary Is the identifiable private information
. . . [ Stat . g e s : or are the identifiable biospecimens
investigator is recorded - e A

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

M M The research is not exempt recorded by the investigator in such a manner that the identity of the
L E I e I I l e nts Of a H I PAA I I l I l Ite d d ata 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?

set are not considered readily T, Wi
identifiable and can be recorded —— 4 &

. . Does the research involve only information collection and analysis involving the
by t h e I n Ve St I ga to r 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)(iii)]

i T h e n ext S I I d e WI I I go I n to 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
. L ol . the research generates identifiable private information that is or will be maintained on information
I d e n t I fl e rS t h a t W I I I n Ot b e 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 to the Privacy Act of 1974, and, if applicable, the

a I I O We d u n d e r t h i S re Vi e W ty p e information used in the research was collected subject to the Paperwork Reduction Act of 19957

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

?V v

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

Children’s
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Exempt (4)(ii) — Prohibited Identifiers

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

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

Childr.en's»
Hosp|tal HUMAN SUBJECTS PROTECTION PROGRAM (HSPP)
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Exempt (4)(iii)

e (iii) The research involves only
information collection and
analysis involving the
investigator's use of identifiable
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 and purposes” as
described under 45 CFR
164.512(b)

Children’s
Hospn‘ol
LOS ANGELES?

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

Apply?

C‘. 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
‘ Shﬂ" uses of identifiable private information —@-} orare the |dbe|pl||f|ablgl blljols;)emmens
or identifiable biospecimens? * publicly available?

¢ [45 CFR 46.104(d)(4)(0)]

The research is not exempt
under 45 CFR 46.104(d)(4).

Is the information, which may include information about biospecimens,
recorded by the investigator in such a manner that the identity of the
human subjects cannot readily be ascertained directly or through
identifiers linked to the subjects, the investigator does not contact the
: o subjects, and the investigator will not re-identify subjects?

exemption decision

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

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)

Go to the other

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 information 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 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).

HUMAN SUBJECTS PROTECTION PROGRAM (HSPP) 15




Exempt (4

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

Apply?
Exempt category 4(iii) includes the M e i e e
secondary use of data if all of the I
: MO | oo thereseachinvolesecondary e featiule pivglerp i
abstracted data is regulated by gy > oottt omson =@ iy st

[45 CFR 46.104(d)(4)(i)]
HIPAA. @
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

Go to the other identifiers linked to the subjects, the investigator does not contact the
subjects, and the investigator will not re-identify subjects?

I m p o rta nt : chaer):esn:gtslz: ic‘lfeacri;ig?her [45 CFR 46.104(d)(4)(il)]

exemptions apply. ? é
*C th df d

a n n 0 e u S e O r S e CO n a ry Does the research involve only information collection and analysis involving the
. . . investigator's use of identifiable health information when that use is regulated
a n a I S I S Of b I O S e C I m e n S 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)(iii)]

e Cannot be used for secondary
a n a Iys i S Of re S e a rC h d a ta S ets 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 information 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 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)]

Most chart reviews at CHLA fall ® ¢
under this rEVieW type. Research maybeexemplunder4SCFR46.104(d)(4).‘

Children’s
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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?
* (i v) Th e researCh iS Co n dUCted by/ Or On b eh al.f C‘.\ TO BE EXEMPT, NO NONEXEMP; ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTQH EXEMPT AND héONEXEMPT
. ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.
of, a Federal department or agency using
government-generated or government-

Does the research involve secondary Is the identifiable private information

collected information obtained for nonresearch ey > e of enitae prvateinomaton. )y ¢ LG e
activities, if the research generates identifiable S
private information that is or will be @ I  —
maintained o informton technology thatis s LS
subject to and in compliance with section Goto th other e biacs s e pecigsor Wl oty mber,

exemption decision

208(b) of the E-Government Act of 2002, 44 chrts o e an ther 145 CFR 46.104(0)4)1)]
U.S.C. 3501 note, if all of the identifiable 9 é

p rlva te [nform a tlon COIleCtEd, used’ or Does the research involve only information collection and analysis involving the
h . 'II b 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

gen eratEd as part Of t e aCt’ vi ty wi e 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)(iii)]

maintained in systems of records subject to the

Privacy Act of 1974, 5 U.S.C. 552a, and, if
applicable, the information used in the ' . .
Is the research conducted or supported by, or on behalf of, a Federal department or agency using
i government-generated or government-collected information obtained for nonresearch activities, and
researCh Was CO/leCtEd SUbjeCt to th e the research generates identifiable private information that is or will be maintained on information
H technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and
PaperWO rk RedUCtlon A Ct Of 1 995/ 44 U S C 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
3501 et Seq. information used in the research was collected subject to the Paperwork Reduction Act of 1995?
[45 CFR 46.104(d)(4)(iv)]

* For example: Research on Medicare Claims

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

Childr.en's»
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Expedited (5)

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

* Increasingly uncommon since the Common Rule was implemented

* Expedited 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

* If data 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

Childr.en's»
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Consent and Research HIPAA Authorization

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

Childr.en's%
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Consent and Research HIPAA Authorization

Research HIPAA Authorization Maybe Maybe

HIPAA: Do you intend to access, review, collect, use, or disclose Protected Health
Information (PHI/ePHI) 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. For example:

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

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

e 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

Y D i re Ct I I d e ntifi a b I e » ldentifiable: Data and/or specimens are directly labeled with a subject’s identifying information
y (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
#007. This method of labeling does the least to protect subjects from a breach of

Y CO d e d 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.

[}

D e_ I d e nt I fl e d / A n o ny m I Ze 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
that they may need to gather additional data or verify subject data at more than one point over

L] A n O ny m O u S 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).

» Anonymized or De-identified: A record and/or specimen from which identifying information
(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.

Children’s
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Data Sets (Cont.)

* Directly Identifiable: Data are directly labeled with a subject’s
identifying information (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.)

e Coded: Data are labeled with a unique number or code (Study ID). A
separate link (key) is kept which connects this ID number to a patient
identifier (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.

* For 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
(Study ID #001 Rose Smith).

Elhildr.?n'ls»
ospita
LOS B\NGELES@ HUMAN SUBJECTS PROTECTION PROGRAM (HSPP) 25




Data Sets (Cont.)

* Anonymized or De-identified: A record from which identifying
information (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: ldentifiers were not collected at any point in the
research and cannot be retrieved by the investigator.

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

 This approach is a gold standard for safeguarding privacy and 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-ldentified

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

 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:

* Data existing prior to the IRB received date

Prospective:

* Data existing after the IRB received date

—Summary
Principal Investigator: _ Contact Person:
Faculty Advisor: Review Type: Exempt Review
IRB Administrator: Skyler Rothganger I IRB Received Date: 8/26/2022 I
Effective Approval Date: 10/26/2022 Letter of Approval: View
Expiration Date: Approved Documents: [View]
Enroliment Status: a. Enrolling New Subjects/Data/Specimens
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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 (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
* If accessing research data from a repository, provide the CHLA# associated
with the repository

* |f 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

* https://www.chla.org/sites/default/files/2023-09/CHLA-Repository-
Future-Use-Guidance-9-18-2023.pdf

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

* https://www.chla.org/sites/default/files/atoms/files/HIM request fo
r data.pdf

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

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

e https://www.hhs.gov/ohrp/regulations-and-
policy/guidance/categories-of-research-expedited-review-procedure-
1998/index.html
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Thank you!

CHLA HSPP Office
Telephone: 323.361.2265
Email: hspp@chla.usc.edu

Children’s
Hospltol
LOS 'ANGELES:

Skyler Rothganger
Telephone: 818.925.6922
Email: srothganger@chla.usc.edu
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