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JHM INSTITUTIONAL REVIEW @ rusioxns

BOARDS*

IRB 1 IRB 2 IRB 3
Chair - Howard Lederman, MD, Chair — Doug Smith, MD Chair — Richard Moore, MD
PhD

IRB 5 IRB 6 IRB X
Chair — Joseph Carrese, MD Chair — Ken Cohen, MD Chair — Susan Bassett, PhD

Current Active
Protocol Volume
~12,000 protocols

Represents a 35%
increase since 2015

Annually process
~2000 new
protocols,
~17,000 further
study actions

Created to:
JH-ACH IRB Executive IRB * Review incidents of non-
Chair — Verena Jorgenson, MD Chair — Mary Catherine Beach, compliance that cross multiple
MD, MPH protocols

* Review incidents of non-
compliance related to research
conducted without IRB approval

*The JHM IRBs are all also constituted as HIPAA Privacy Boards and authorized to make

required HIPAA determinations related to research



ANCILLARY COMMITTEES (B JOHNS HOPENS

High Risk Review Data Trust Committee
Committee
Emergency Department

Biospecimen Transfer .
Review

Committee

Review of Research
involving Employees or
Students

Institutional Biosafety
Committee

- L. JHH Nursing Review
Clinical Radiation Research

Committee
Pharmacy and

Therapeutics Committee

Ancillary Review
Committees

Most ancillary reviews are pre-IRB review or concurrent with IRB review & required prior to IRB
approval. See: Department & Ancillary Reviews (hopkinsmedicine.org)



https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/dept_prereview.html

Serving as the Single IRB (sIRB) for
Multisite Research

llllllll

pSite

sIRB Review is

currently required

for multisite non- pSite

exempt federally

funded research
Submit a
Reliance

Approved Studies: Over 100 Req uest

Range of Approved pSites per study: .‘.'-“ﬁ][:,.

2-60 m‘ }*‘

Total Number of Relying Sites: > 1000

Reliance
Program

Johns Hopkins Medicine IRBs

In response to NIH Policy changes and changes to federal regulation
requiring single IRB review for multisite research, JHM IRB has emerged
as a major provider of sIRB review services among academic peers


https://jhmi.co1.qualtrics.com/jfe/form/SV_6MdwRNR4VPFIULP

How does the IRB review @) JOHNS HOPKINS
research?

 Reviews are divided into categories
— Administrative Determination

(not human subjects/not research/or both)

— Exempt (minimal risk and meets defined
category for exemption)

— Expedited (minimal risk & meets expedited
review criteria)

— Convened review (greater than minimal risk or
minimal risk but not in a defined expedited
category)



https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/exempt_research.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/expedited_review.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/convened_review.html

What should | do if | plan to conduct @) JOHNS HOPKINS
research with human subjects at Hopkins?

+ Step 1: Is my project human subjects research?

+ Step 2: What level of review is required and what
must | submit to the IRB?



Step 1: Is my Project Human ) JOHNS HOPKINS
Subjects Research? [Common Rule]

Definition of Research

DHHS: defines research as a systematic investigation, including research
development, testing and evaluation, designed to develop or contribute to
generalizable knowledge.

Definition of Human Subject

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

« Obtains information or biospecimens through intervention or interaction with
the individual, and uses, studies, or analyzes the information or
biospecimens; or

« Obtains, uses, studies, analyzes, or generates identifiable private
information or identifiable biospecimens.



New Definitions Implemented with (@) JOHNS HOPKINS
Revised Common Rule

« Identifiable private information is private information for which the
identity of the subject is or may readily be ascertained by the investigator
or associated with the information.

* An identifiable biospecimen is a biospecimen for which the identity of
the subject is or may readily be ascertained by the investigator or
associated with the biospecimen.

Definitions must be examined within 1 year and every 4 years after that- A bit
of a moving target!



JOHNS HOPKINS

When is IRB review NOT required?”

When the proposal does not meet the definition of research
or does not involve human subjects.

Examples:
— Literature search

—  Collection of anecdotal stories for a brochure which may
include health information

—  Case study using up to 3 individuals
— Research using data from deceased individuals
— Quality improvement initiative (it depends!)



JOHNS HOPKINS

When is IRB review NOT required?”

* Quality Improvement (Ql/QA):

— Data collection and analysis activities in the
health services area that are not intended for
general scientific knowledge, but rather are
used as a management tool to improve the
provision of services to a specific health care
population (QI/QA)



Program Evaluation g

When the purpose of an activity is to
assess the success of an established
program in achieving its objectives and
the information gained from the
evaluation will be used to provide
feedback to improve that program, the

activity is not human subjects research
(NHSR).



Quality Improvement

« JHM IRB Policy on Quality Improvement

Key Considerations:

 What is the intent of your project?

* How will results be disseminated/used?

» Are you answering broad questions?

 What are the risks?

* Are you evaluating a new system, intervention or program?

Resources:
Quality Improvement (Ql) Determination Worksheet
eForm Q

llllllll


https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/organization-policies/102-2a
https://www.hopkinsmedicine.org/-/media/institutional-review-board/documents/qi_determination_worksheet.docx
https://www.hopkinsmedicine.org/institutional-review-board/forms#:%7E:text=dated%203/2024.-,JHM%20IRB%20eFormQ%C2%A0,-This%20form%20should

Determining whether your Project is Research®" -

or Ql

Analysis

Results

Research vs. Quality Improvement (Ql)

Analysis

g—

.




Important Considerations regarding g jouxssopis
NHSR/QI Determinations

* Projects that start out as QI may
become a research project

* Prospective consent enables future
research use

 Failure to secure IRB approval for a
research activity may result in inability
to use data and a determination of
noncompliance



Upcoming IRB Office Hours  amsioms
Session

Join us for JHM IRB’s monthly Office Hours! September’s session will delve into the
distinction between Quality Improvement (Ql) and Research. Gain insights on
determining the appropriate review type and receive submission tips. Session is on
September 20" at 2pm. Our Exempt/Expedited Associate Director, Kristin MacNeal
and our Exempt/Expedited Analyst, Tammy Bixby will lead this presentation and Dr.
Elaine Stashinko will join the discussion. Register Here or search “IRB Office Hours”
in MyLearning. Registration ends September 17th.



https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flms14.learnshare.com%2Fdashboard%2Fdash.home.aspx%3FZ%3D3CT4ToXvFUe%252fgZaK%252fY4YhY3H%252bKPUppADjtitCdIjfSlXqRT8sMutN9OxqmYcXPDk&data=05%7C02%7Ckmacnea1%40jhmi.edu%7C508397fac8584904b22408dcc9197879%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638606358444189872%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Sj1vZIdFh33QUaz%2FlPdx8pJfmhRxUNLtw6oJNSsSb3w%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flms14.learnshare.com%2F&data=05%7C02%7Ckmacnea1%40jhmi.edu%7C508397fac8584904b22408dcc9197879%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638606358444197907%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=5xXw9%2F%2Bc7W9REzRzia6kXr3p%2B%2FgPcC8eEXs1IH0cWPE%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flms14.learnshare.com%2F&data=05%7C02%7Ckmacnea1%40jhmi.edu%7C508397fac8584904b22408dcc9197879%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638606358444204195%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=EJuZHVCOe%2FxbuEgJ4mJbbozo1KYMw7b9fsIZgW7Gf9I%3D&reserved=0

@ JOHNS HOPKINS

MEDICINE

Exempt Review Categories

EDUCATIONAL
SETTINGS

Research, conducted
in established or
commonly accepted
educational settings,
that specifically
involves normal
educational
practices that are
not likely to
adversely impact
students' opportunity
to learn required
educational content
or the assessment of
educators who
provide instruction.

PUBLIC OBSERVATION,
SURVEYS,
INTERVIEWS

Research that only
includes interactions
involving
educational tests
(cognitive,
diagnostic, aptitude,
achievement), survey
procedures,
interview
procedures, or
observation of public
behavior (including
visual or auditory
recording) if specific
criteria is met.

Research involving
benign behavioral
interventions in
conjunction with the
collection of
information from an
adult subject through
verbal or written
responses (including
data entry) or
audiovisual recording
if the subject
prospectively agrees
to the intervention &
information collection
and specific criteriais
met.

SECONDARY
STUDIES

Secondary research
for which consent is
not required:
Secondary research
uses identifiable
private information
or identifiable
biospecimens, if
specific criteriais
met.

5/6

5: Research and
demonstration projects
that are conducted or
supported by a Federal
department or agency,
Must meet specific
criteria.

6: Taste and food
quality evaluation and
consumer acceptance

studies.

Note: Exempt Categories
7 & 8 require broad
consent and are not used
at JHU.



- . . OHNS HOPKINS
Categories of Research deemed to be minimal risk & @ VIS HOKN

eligible for initial Expedited Review:

1 . APPROVED Clinical studies of drugs and medical devices only when condition (a) or (b) is met:
a) drugs for which an investigational new drug application (IND) is not required
DRUGS/DEVICES b) medical devices for which (i) an investigational device exemption application (IDE) is not required or

(ii) the medical device is approved and used according to its approved indication

Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
a) healthy, nonpregnant adults (</=100lbs) may not exceed 550ml in an 8wk. period & may not occur more than 2 times per wk. or
b) from other adults & children, the amount drawn may not exceed the lesser of 50ml or 3ml per kg in an 8wk period & collection may not occur more
frequently than 2 times per week.

3: PROSPECTIVE Prospective collection of biological specimens for research purposes by noninvasive means.
COLLECTION OF BIOLOGICAL Examples: hair/nail clippings, teeth from clinically indicated procedure, excreta including sweat, saliva, buccal/skin swabs
SAMPLES

Collection of data through noninvasive procedures (not involving general anesthesia or sedation)
routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.
Where medical devices are employed, they must be cleared/approved for marketing.

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

6‘ RECORDINGS Collection of data from voice, video, digital, or image recordings made for research purposes

7: Focus Groups,

Research on individual or group characteristics or behavior (including, but not limited to, research on
SURVEYS, INTERVIEWS perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior)
or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.



https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/expedited_review.html

Potential IRB Determinations @ POHNSHOPKINS

 Approve
 Approve with Administrative Changes

[minor administrative changes needed-
expedited review of response]

* Tabled- Substantive changes/clarifications
relevant to regulatory determinations-
requires re-review by the convened |IRB

* Disapproval- may appeal



Which protocol template should you

use?

To access the most
current versions of the
JHM IRB eForms: Click
Here

For IRB Quick Tips and
Instructional Videos
Visit:
https://www.hopkinsme
dicine.org/institutional-
review-board/about/eirb

eFormA

Purpose:
Prospective
intervention /
interactions with
participants.

Example:
study visits

eFormR eFormS

Purpose: Purpose:
To create a research To answer a

resource for future research question

using secondary
data, ie. data
derived from a

research. Examples:

data repository,
recruitment
database, registry,

rimary source.
etc. P y

It’s important to note
the unique purpose
for each eForm.

MEDICINE

@ JOHNS HOPKINS

eFormE

Purpose:
Used specifically
for educational,
survey, interview

studies that
qualify for
Exempt review.

eFormQ

Purpose:
Used specifically
for studies under

the Quality

Improvement

(QI) review

category


https://www.hopkinsmedicine.org/institutional-review-board/forms
https://www.hopkinsmedicine.org/institutional-review-board/about/eirb

Application Review Work Flowa wustoras

Pre-IRB

Review

Researcher Prep

Application is being prepared by study team and has never been submitted for IRB
review.

W

Departmental Review-including PRA

Application requires Departmental Review — triggered by the Principal Investigator's
primary affiliation (as listed in the application) and/or elRB application triggers.

B Assignment

Application is awaiting review type and IRB committee assignment.

\

Compliance Team
IRB Review esma

AND
RSS Review-Pre IRB

- Application 15
assigned to a pre-
team IRB
Coordinator/Analyst
and/or Compliance

iate for pre-1RB
meeting review.

Pl Response-Pre IRB

- Pre-1RB meeting
reviewer notes (from
pre-team 1RB
Coordinator/Analyst
and compliance
associate) have been
sent to study team;
Application requires
the study team to
respond and resubmit
within 60 days.

CFS Review-Post IRB

Post IRB

Review RSS Application is assigned to Consent Form Specialist team for post meeting
review/processing.

Meeting outeome has been recorded by post-team IKB Coordinator/Analyst. Post-
team performs all post meeting responsibilities.

R * &

Pl Response-Post RSS Review-Pre IRB
IRB

*Pre-team IRB
= Application received Coordinator/Analyst
an outcome other will review study A roved
e PP
Disapproved”. Post. post meeting reviewer

IRB meeting reviewer  DOTES. Once all issues

notes have been sent  have been addressed .
o the study team. then application will D|sapproved
Application requires go through the
the study team to process again starting
respond and resubmit at the ‘?{NHHE
within 60 days. Qutcome" point.

https://www.hopkinsmedicine.org/-/media/institutional-review-
board/documents/eirb/new_appliation_workflow.pdf



https://www.hopkinsmedicine.org/-/media/institutional-review-board/documents/eirb/new_appliation_workflow.pdf

Common Areas of Confusion & omstoens

Transitions “Adjunct” status does not mean

Reliance To/From a faculty member may remain
Hopkins on the JHM study team

Common Issues:

-Permissions Needed Res_earch
-Whether community partners In :
are engaged in research Communlty
-How to address partners with Settings

multiple roles

Cannot be recruited by an

Research with individual in a supervisory role
Employees/ Cannot target students/employees
as a population of convenience
Students Requires additional institutional

approvals



Resources: @) JOHS HOPKINS
Arriving and Departing Faculty

« Departing faculty with ongoing research:
— ORA/JHMI departing faculty checklist
— Chair Review of Data Sharing with Departing Faculty
— Research faculty resignation checklist

process-for-departing-faculty-requesting-data

* Arriving faculty with ongoing research:
— *Request consult with JH reliance team using this link


https://ora.jhmi.edu/wp-content/uploads/2021/05/Departing-investigator-checklist-11082018.pdf
https://www.hopkinsmedicine.org/-/media/institutional-review-board/documents/chair_review_of_data_sharing_departing_faculty.docx
https://www.hopkinsmedicine.org/-/media/institutional-review-board/documents/research_faculty_resignation_checklist.docx
https://jhmi.co1.qualtrics.com/jfe/form/SV_eGbJ1cbenceOVQa
https://livejohnshopkins.sharepoint.com/:b:/r/sites/inside-data-trust/Shared%20Documents/Docs/process-for-departing-faculty-requesting-data.pdf?csf=1&web=1&e=9EdlXR

Resources: @ VNS HOPKIN
Engagement and Reliance

« Determining engagement:
— Third party engagement
— Request consult with JHM IRB compliance team using this
link

 Reliance:
— Single IRB and Reliance Agreements



https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/sponsor-contracted-thirdparty-collaborators
https://jhmi.co1.qualtrics.com/jfe/form/SV_eGbJ1cbenceOVQa
https://www.hopkinsmedicine.org/institutional-review-board/about/agreements

Resources: @ VNS HOPKIN
Research with patients, employees, and students

« Accessing JHM patient data for research

— Access to patient data for research
— HIPAA JHM covered entity

« Research with employees and students (and/or their data)

— Guidance and policies for research with employees and
students



https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/access-to-patient-data-for-research-faqs
https://livejohnshopkins.sharepoint.com/sites/inside-privacy-office/SitePages/about-hipaa/Index.aspx
https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/recruitment-students-employ

» For elRB Technical Assistance and Training Questions contact the elRB
Help Desk: jhmeirb@jhmi.edu

« The Office of Human Subjects Research is a fully remote office. OHSR
team members may be reached via MS Team phone lines or MS Chat- See
Contact List

* Training Opportunities
— IRB Office Hours: Features a new topic each month
— IRB Basics and elRB 101
- GCP
— OHSR Compliance Monitoring Program Webinar Series
**Sessions Qualify for Pl recertification “in person” training requirement. Register in My Learning by
searching for course title


mailto:jhmeirb@jhmi.edu
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html

JHM IRB Request a Consult &
Service

Need help navigating the IRB review process?

Use the QR code or visit the IRB

website: https://www.hopkinsmedicine.org/institutional-review-board/about/contact
to request a consult and be matched with IRB staff who will address your needs.

Sample topics we can help with:
*Protocol planning i
*Determining IRB review type & forms e ——
*IRB regulations and policies
eRecruitment & consent ‘thwf:{m
eResponding to IRB review T

: . -
Consult requests will receive a response
within 24 hours - please reach out!


https:///
http://www.hopkinsmedicine.org/institutional-review-board/about/contact
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