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Fundamental Goals/Obligations &

JHM IRBs are responsible for protecting the rights and welfare of the human
participants involved in research conducted by faculty and staff at the Institutions.

Protecting the rights and welfare of human participants:
Voluntary participation
Informed consent
An acceptable risk/benefit ratio
Minimizing risk to the extent possible

Increased attention if vulnerable populations involved: children, prisoners,
pregnant individuals, cognitive impairment, etc.

Appropriate amount of remuneration (re: potential for undue influence)

Special situations: Research in the emergency setting when consent isn’t
possible
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Institutional Official
Gail Daumit, MD, MHS
Vice Dean for Clinical Investigation

Megan Kasimatis Singleton, JD, MBE, CIP
Associate Dean for Human Research
Protections and Director of the Human
Research Protections Program

Johns Hopkins Health System

Components:

* The Johns Hopkins Hospital

Johns Hopkins Bayview Medical Center
* Howard County General Hospital

« Suburban Hospital and Health Care

+ Sibley Memorial

« All Children’s Health System, Inc.
Johns Hopkins-All Children’s Hospital
Johns Hopkins Community Physicians
Johns Hopkins Regional Physicians
Johns Hopkins Home Care Group
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Overview, continued

Meeting composition & frequency:

8 IRBs (1,2,3,5,6,X, Executive Committee (EC) and JHM ACH)
Each IRB meets weekly except JHM ACH IRB and EC
IRBs meet for 2 hours; review 20 plus applications/week including:
New Applications
Change in Research
Continuing Review
Protocol Events
Agendas are finalized 7 to 10 days prior to the meeting
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IRB Review Types:

: research that is greater than minimal risk or does not fall within one of the
designated categories for minimal risk research under the regulations.
: must present no more than minimal risk as defined by DHHS/FDA regulations;
eligible for review by a single Board reviewer.
Note: Expedited does not mean “fast tracked”

: Includes some research done in educational settings, observations of public
behavior, surveys, most chart reviews, use of publicly available data, or taste and food quality
evaluation. This category does not apply to FDA regulated research

Note: Exempt research is still Human Subjects Research and does not mean IRB review
isn't required

— Research does not involve identifiable human subjects/their data (NHSR)

— 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)


https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/convened-review
https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/convened-review
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/expedited_review.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/expedited_review.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/exempt_research.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/exempt_research.html
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Application Process:

IRB Application Review Process

Scheduled for -
Researcher Pre-IRB Review 3 Review - Waiting Post-IRB Review Review
Prep Outcome Complete
Pl Response - Pl Response -
Pre IRB Post IRB
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Communication = T

OHSR is fully remote however, available in several ways:

Contact Us

jhmeirb@jhmi.edu Department &

4]10-502-2092 Ancillary Reviews

- Hopkins
Medicine



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

OHSR Staff: ) JOHS HOPKINS

- For questions regarding when an application will
be scheduled for review, issues returned in a pre-review note and placement of
documents in the application.

- For questions regarding the outcome of a study,
requesting an extension to respond, stamped documents, questions about tabled issues
or questions about your outcome letter.

- For questions about consent forms, the consenting process
or types of consent please contact one of the consent form specialists.

- For questions about regulatory issues, compliance with federal,
state and local policies, general compliance issues, protocol events or noncompliance.

- For questions about requesting a reliance agreement, single IRBs for a
multi-center study, or relying on a commercial IRB please contact the IRB Reliance
Program.


https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Pre-team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Pre-team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Pre-team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Pre-team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Post-Team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Post-Team
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#CFS
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#CFS
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#compliance
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#compliance
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Reliance
https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html#Reliance
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Logging into elRB

www.hopkinsmedicine.org/institutional-review-board

A JorNs HorkiNs - [EESTVENE Q sEARCH

= Institutional Review Board

Home

The Johns Hopkins Medicine IRBs

Quick Linlke

Contact Us > Login to eIRB >



http://www.hopkinsmedicine.org/institutional-review-board
http://www.hopkinsmedicine.org/institutional-review-board
http://www.hopkinsmedicine.org/institutional-review-board
http://www.hopkinsmedicine.org/institutional-review-board
http://www.hopkinsmedicine.org/institutional-review-board

elRB, continued:
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Current Status ’ .
IRB Committee assigned is ‘ S P"’"\ Applcation Workspace
Project
WhO )’OU want to contact Editor Title: IRB Staff Application

about a speciﬁc study Number: NA_00072994

Date of the review will be
located on the application
workspace page once
scheduled.

View/Edit

Principal Investigator: Megan Singleton

IRB Committee:
Review Type: Expedited

Date Submitted:

R : 2
30 days to respond |, .
. Participation
Can I‘eq Uest eXten sSions Subrmiit IND Common Rule Version: The Revised Common Rule 2019
Safetv IRR Raviaw Earm

Sign up for elRB101 Training for more information on how to navigate the elRB system!

Training is held the 3™ Friday of every month at 10am.



https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d996df3b9-929e-4651-b950-17bf131c674f




Protocols:

IRB templates/forms
must be downloaded
from within the elRB
application/IRB site.
Use the Help Link
icon to download the
latest versions of
templates/forms.

eFormA

Purpose:
Prospective
intervention /

interactions with
participants.

Example:
study visits

eFormR

Purpose:

To create a research

resource for future

research. Examples:

data repository,
recruitment
database, registry,
etc.

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

eFormS

Purpose:
To answer a
research question

using secondary
data, ie. data
derived from a

primary source.
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eFormE

Purpose:
Used specifically
for educational,
survey, interview

studies that
qualify for
Exempt review.

eFormQ

Purpose:
Used specifically
for studies under

the Quality

Improvement

(Ql) review

category


https://www.hopkinsmedicine.org/institutional_review_board/forms/

Best Practices: ) JOHNS HOPKINS

s Training

Forms page > Initial IRB Compliance
Training Bundle

> Principal Investigator
Study Team Member

click here

Qualtrics guidance is linked
here.

Additional information on
REDCap can be found here.



https://www.hopkinsmedicine.org/institutional-review-board/forms
https://www.hopkinsmedicine.org/-/media/institutional-review-board/documents/eirb/clean-vs-tracked-add-vs-update.pdf
https://ictr.johnshopkins.edu/service/informatics/safe-desktop/
https://ictr.johnshopkins.edu/service/informatics/qualtrics/
https://ictr.johnshopkins.edu/service/informatics/qualtrics/
https://ictr.johnshopkins.edu/service/informatics/qualtrics/
https://ictr.johnshopkins.edu/service/informatics/redcap/
https://ictr.johnshopkins.edu/service/informatics/redcap/
https://ictr.johnshopkins.edu/service/informatics/redcap/
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d0718dc74-4f09-4262-9251-be244bc0b00b
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d0718dc74-4f09-4262-9251-be244bc0b00b
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d0718dc74-4f09-4262-9251-be244bc0b00b
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fjohnshopkins.csod.com%2Fsamldefault.aspx%3Freturnurl%3D%25252fDeepLink%25252fProcessRedirect.aspx%25253fmodule%25253dlodetails%252526lo%25253da52e417f-112e-42b7-ba52-07a1a54add34&data=05%7C02%7Cjjone243%40jhmi.edu%7C30027d5b7394471d08d708dd5c386778%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638768119528621692%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=laNiEoJXWEzmq2gZWZ4vpC7vWpbxDIleBqWf84Cn6kw%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fjohnshopkins.csod.com%2Fsamldefault.aspx%3Freturnurl%3D%25252fDeepLink%25252fProcessRedirect.aspx%25253fmodule%25253dlodetails%252526lo%25253da52e417f-112e-42b7-ba52-07a1a54add34&data=05%7C02%7Cjjone243%40jhmi.edu%7C30027d5b7394471d08d708dd5c386778%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638768119528621692%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=laNiEoJXWEzmq2gZWZ4vpC7vWpbxDIleBqWf84Cn6kw%3D&reserved=0
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d5a647454-ff0d-4ca5-a772-92dfc3a42381
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Ways to streamline time to approval:

v" See the link for Department and Ancillary reviews that may be required:
% Department & Ancillary Reviews
* Includes Conflict of Interest (COl), Biospecimens Transfer Committee
(BTC), the Data Trust and many more!
* You can reach out to reviewers to check on the status!
Employee/student recruitment: See guidance
Ensure all study team members have completed training
Stacking and formatting documents in elRB, instructional video: click here
If you're unsure how to respond to a review comment, reach out to the primary
reviewer listed in the Board's letter
v" For helpful step-by-step guides, please see elRB Tutorials: click here
For complicated projects, reach out to IRB ahead of time

* Use our Request a Consult Service (linked at the end of these slides)!

DN NN N



https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/dept-prereview
https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/dept-prereview
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/recruitment_students_employ.html
https://www.hopkinsmedicine.org/institutional-review-board/training-requirements
https://livejohnshopkins-my.sharepoint.com/:f:/g/personal/kjeter1_jh_edu/EvrXybuwfDpGk4Wav2GVQrgBG2EivkNdZNTcLMuN_IQEmg?e=0lLezY&xsdata=MDV8MDJ8dGJpeGJ5MUBqaC5lZHV8OTZlMmRhM2RiZDQ4NDE1NWFiYmQwOGRjNjJjYTdlMWF8OWZhNGY0MzhiMWU2NDczYjgwM2Y4NmY4YWVkZjBkZWN8MHwwfDYzODQ5Mzg2OTAzODY0NzI4MXxVbmtub3dufFRXRnBiR1pzYjNkOGV5SldJam9pTUM0d0xqQXdNREFpTENKUUlqb2lWMmx1TXpJaUxDSkJUaUk2SWsxaGFXd2lMQ0pYVkNJNk1uMD18MHx8fA%3d%3d&sdata=ZEplYkFBekZtcDRNZHA2Sk9IZTlGOFFvZ1k5Y1ZobmpHVEZyaHZ0Q1dBST0%3d
https://www.hopkinsmedicine.org/institutional-review-board/about/eirb

Pre-Review Errors = @755

A pre-review occurs prior to the application being scheduled for review by the IRB.We

try not to return more than twice in a pre-review but there are exceptions to every rule.

* Providing tracked change version of new documents
* Information inconsistent between protocol, consent form, recruitment
material and application sections.

* Not disclosing conflicts of interest to the Office of Outside Interests

* Not reviewing and accepting the PRA

* Not answering all applicable questions
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Post-Review Errors @ JOINSHOPK

Post meeting errors occur after the IRB or a single reviewer has reviewed your

application and tabled it with issues or approved with administrative changes.

* Not identifying additional changes being proposed outside of what the Board has
requested

* Not reading the entire reviewer note and submitting without addressing all concerns

* Not responding to the reviewer note and trying to submit.

* Not providing tracked document

* Making additional changes when the outcome was ‘“Approved with Administrative

Changes”’



Study Team Member Errors & -+

One of the most frequent issues we encounter is related to study team members.

Training and document updates can all prolong the review of a study if not done

properly.

* Missing Initial IRB Compliance training and/or recertification
compliance training certificates/dates
* Changing the Pl/Study Team Member but not revising

documents/sections to reflect these changes
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Consent Form Errors

Written consent and waiver of documentation of consent involve several necessary elements
and various additional factors to take into account. Navigating these forms can be challenging

if you are unfamiliar with what needs to be included and how to incorporate it accurately.

* Not including or removing required language (e.g., Conflict of Interest, Radiation,
Certificate of Confidentiality)

* It’s important to use the last approved WORD version of the Hopkins Informed Consent
document when making changes. Please avoid converting the PDF copies of stamped
consent documents to a Word document to create tracked versions. Inconsistent
formatting makes it difficult to distinguish the changes from the last approved version in

such cases.



Other considerations to keep in mind: = "~

Scheduling an eIRB Most new applications
are returned for

corrections and/or

clarification at least
depending on volume, once.

time of year, staffing and Don’t hesitate to
complexity of research reach out with any
project. questions!

application action can

take up to 3-6 weeks
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Resources: @) JOHNS HOPKINS

% Contact us: find staff phone numbers, emails & Teams Chat links

D Forms: protocol templates & other documents

Sy Tutorials: includes workflows, training how-to’s & video tutorials
Department & Ancillary Reviews: list of department & ancillary reviewers and their
contact info
Training Requirements: IRB compliance & recertification training
Research IT: Core Services for Research IT will focus on infrastructure, support &

R service connectivity
Institute for Clinical & Translational Research (ICTR) Services & Resources:
The ICTR offers many different services and assists researchers to develop and produce
high quality research, in an efficient way

%y Recruitment Innovation Unit (RIU) Consult: The Recruitment Innovation Unit (RIU) at
the Johns Hopkins Institute for Clinical and Translational Research supports research teams in both
technology-driven & community engaged recruitment strategies and outreach.



https://www.hopkinsmedicine.org/institutional_review_board/about/contact.html
https://www.hopkinsmedicine.org/institutional_review_board/forms/
https://www.hopkinsmedicine.org/institutional_review_board/about/eIRB/index.html
https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/dept_prereview.html
https://www.hopkinsmedicine.org/institutional_review_board/training_requirements/index.html
https://researchit.jh.edu/
https://ictr.johnshopkins.edu/service/
https://ictr.johnshopkins.edu/service/recruitment/riu-consult/

IRB Office Hours @) 1S HOPKINS

“* JHM IRB Office Hours are held each month on a variety of topics in
order to learn about research related topics in relation to the IRB.

Our next session be held on October 27 at |pm and will focus on
High Risk Review Committee. Register here

)

L)

Links to a few of our past presentation slides:
% 5.14.24: Common IRB Application Errors
% 9.20.24: Quality Improvement (QI) vs. Human Subjects Research

% 4.25.25: Consent Form_Tips for developing consent forms
% 5.16.25: Considerations for data sharing



https://teams.microsoft.com/l/team/19%3Al6wZPVYOxjsllC6X2K7XVxDcio5vTVkFF-oM81MQPGI1%40thread.tacv2/conversations?groupId=f617115e-3aa0-4669-9828-1143097d74cb&tenantId=9fa4f438-b1e6-473b-803f-86f8aedf0dec
https://teams.microsoft.com/l/team/19%3Al6wZPVYOxjsllC6X2K7XVxDcio5vTVkFF-oM81MQPGI1%40thread.tacv2/conversations?groupId=f617115e-3aa0-4669-9828-1143097d74cb&tenantId=9fa4f438-b1e6-473b-803f-86f8aedf0dec
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253dccb1438b-ef3c-42f7-a2ca-4dc8f62ac5da
https://livejohnshopkins.sharepoint.com/:f:/r/sites/IRBOfficeHours/Shared%20Documents/General/Presentation%20Slides/Common%20IRB%20Application%20Errors?csf=1&web=1&e=ldrhnZ
https://livejohnshopkins.sharepoint.com/:f:/r/sites/IRBOfficeHours/Shared%20Documents/General/Presentation%20Slides/QI%20vs%20Research_September%202024?csf=1&web=1&e=SGWj3Y
https://livejohnshopkins.sharepoint.com/:f:/r/sites/IRBOfficeHours/Shared%20Documents/General/Presentation%20Slides/Consent%20Form_Tips%20for%20developing%20consent%20forms?csf=1&web=1&e=uAR9QF
https://livejohnshopkins.sharepoint.com/:f:/r/sites/IRBOfficeHours/Shared%20Documents/General/Presentation%20Slides/Top%2010%20Consideration%20for%20Data%20Sharing_5.16.25?csf=1&web=1&e=I06g6I

I
Educational Opportunities:  © -

IRB Basics course

Sign up for eIRB101 Training
for more information on how to
navigate the elRB system!
Training is held the 3™ Friday of

every month at 10am.



https://lms14.learnshare.com/dashboard/dash.home.aspx?Z=5fUKOImz3ZK7yjzUhZAqfpVzlc%2bSiDHDAKsWdexUyzHoClL9PMRvrE85WEmQB5gI
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d7407dc32-c21b-49f1-9df4-20480651041b
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d996df3b9-929e-4651-b950-17bf131c674f
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d996df3b9-929e-4651-b950-17bf131c674f
https://johnshopkins.csod.com/samldefault.aspx?returnurl=%252fDeepLink%252fProcessRedirect.aspx%253fmodule%253dlodetails%2526lo%253d996df3b9-929e-4651-b950-17bf131c674f

JHM IRB Request a
Consult Service

Need help navigating the IRB review process? Use the QR code or
visit the to request a consult and be matched with IRB

staff who will address your needs.

Sample topics we can help with:
* Protocol planning
* Determining IRB review type & forms
* IRB regulations and policies
* Recruitment & consent
* Responding to IRB review
Consult requests will receive a response within 24 hours — please
reach out!


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

Thank you!
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