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Welcome!

Thank you for joining this webinar today!

Some tips and reminders for today’s session
- Please use the Q&A function
— we will do our best to answer
- Closed Captioning is enabled
- Relevant links will be dropped into the chat

- Slides and the recording will be available on our website
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Disclaimer

* The opinions contained are those of the speakers and are not intended to
represent the position of Brigham and Women's Hospital, Harvard
University, or any other entity.

* The MRCT Center is supported by voluntary contributions from
foundations, corporations, international organizations, academic
institutions and government entities (see www.MRCTCenter.org), as well
as by grants.

* We are committed to autonomy in our research and to transparency in
our relationships. The MRCT Center—and its directors—retain
responsibility and final control of the content of any products, results, and
deliverables.
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Warm welcome to our panelists:

Amy Mirabella Claudine Moore Holly Parker Sophia Zilber

HonorHealth Society for Clinical Data Management Mass General Brigham Rally Cure Mito

https://mrctcenter.org/wp-content/uploads/2024/06/2024-06-04 -HL-Public-review-bio-book.pdf
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Session Overview and Objectives

By the end of the webinar, participants
should be able to:
« Understand and engage in the Clinical

Research Glossary Public Review
o Instructions for Public Review
o Moderated Implementation Discussion
o Audience Q&A

process

. Describe different ways the Clinical
Research Glossary has been
implemented

. ldentify opportunities to implement the
Clinical Research Glossary into their own
work
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The MRCT Center

The MRCT Center is a research and policy
center focused on addressing the conduct,

oversight, ethics, and regulatory environment eveLop
of clinical trials. STANDARDS .

ESTABLISH

BEST PRACTICES

;=) MuLTiRecionaL | RN

- CLINICAL TRIALS
T R e o IIIIII.
BRIGHAM AND WOMEN'S HOSPITAL

IDENTIFY
Our Mission OPPORTUNITIES

Engage diverse stakeholders to define
emerging issues in global clinical trials and to
create and implement ethical, actionable, and
practical solutions.

Our Vision

Improve the integrity, safety, and rigor of
global clinical trials.

FOR

IMPROVE
TRANSPARENCY
IMPROVEMENT

www.mrctcenter.org
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The MRCT Center Clinical Research Glossary

Clinical Research Glossary

cdisc

phase ©

A step in the overall clinical research process to test a new drug, device, or

Helping you understand clinical r:

treatment.
The Clinical Research Glossary offers easy to understand cli

Al definitions are developed by the MRCT Center and a con]
professionals in medicine and research. Before definitions

of the public. Example of phasein a sentence

Research is done in phases to make sure a study treatment is safe and then whether it works before it is
The Clinical Research Glossary started as a pilot project in 4 approved.

clear communication. This means that more and more groy

resource. Terminologies |2 FERCISRY B BT
Welcome! We hope this resource is helpful to you. ‘phase ‘mn

More Info -

A phase s step nthe resarehprocss, hases o esearch s uld o eafh C ' © Gontains O Exact Match O Begins Wi
separate goal N Ithesallms ® Name O code O Property O Relationship
Back to search results Advanced Search

Phase 1 studies are usually the first to enroll humans and test for safety.
Version:24.02d (Release date:2024-02-26)

Hierarchy | Value Sets | Maps Help

Phase 2 studies test if the drug, device or treatment works.

Phase 3 studies compare the study treatment to the usual, standard treatment.

Phase 4 studies continue to collect data after a study treatment is approved. Thefe ¢
marketing studies.

additive effect Trial Phase (Code C48281)

The combined effect wh

View in Hierarchy | View History | View Graph | Add to Cart | Suggest Changes

adherence Terms & Properties

Following the study dire]

Other info to think about when joining a study

Terms & Properties

adverse event You may see the term “phase” when you are reading about clinical trials.

Any health bl h
) ry health problem e Preferred Name: Trial Phase

Before you enroll in a clinical trial you may want to ask about what phase the stufly |
know more about the information the study team already has about the risks and bt
treatment that is being tested. Definition: Clinical trials are broken into three or four phases: Phase | tests a new drug or treatment for safety in a small group; Phase Il expands the study to a larger
group of people; Phase Il expands the study to an even larger group of people to measure whether the treatment actually benefits patients, and whether its benefits
exceed its risks; and Phase |V takes place after the drug or treatment has been licensed and marketed

CDISC-GLOSS Definition: A stage in the clinical research and development of a therapy from initial clinical trials to post-approval studies. NOTE: Clinical trials are
generally categorized into four (sometimes five) phases. A therapeutic intervention may be evaluated in two or more phases simultaneously in different trials, and some
i1 CAL TRIALS

A resource for everyone

VD
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http://www.mrctcenter.org/glossary

The glossary team welcomes you all year round:

Usuggest a new clinical research term that should be defined and added
submit a comment on an existing definition or other content on the website
submit a comment on an existing image on the website

Uother ways to help:
Wshare with your network
Ureview definitions during the annual Public Review period (occurs every June)
Utranslate content into other languages (as needed)
Ube notified when the next version of the Clinical Research Glossary is released
(develop a case study of how you are using the Clinical Research Glossary

https://mrctcenter.org/glossary/contact-us/
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The Clinical Research Glossary — Process

A consensus-building process with a workgroup of patient advocates and other experts

m September
CDISC

Select Define Refine Public Finalize Release
Review

Supportive Information and Image Development

»
»

MR Clinical Research
GLOSSARY



What is CDISC? cdisc

* Founded in 1997 by Volunteers and established as a Global Standards
Development Organization (SDO) non-profit organization in 2000

 Community consensus standards development for clinical and translational
research with a network of >500 members and 1000+ industry experts

* Freely available & widely adopted clinical research data standards
 Several CDISC standards required by regulatory agencies

CDISC
Convenes a global community of experts to develop and advance data
standards of the highest quality, CDISC helps to create clarity in clinical research.

Enables the accessibility, interoperability, and reusability of data for more
meaningful and efficient research that has greater impact on global health.
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CDISC’s terminology development program = a robust terminology
development process

CDISC Change
Request webpage

Multiple |Requests

( Key \
CDISC/EVS
Domain
Expert
Domain

Terminology Administrators and

Terminology Teams

Verify &
Categorize
request (New Assign
term, change, Grading (I,
new Codelist 1)
etc.

Grade 1l

Type/Grade I: Minor changes such as typos,
misspellings and consistency issues.

Type/Grade I1: Changes that may be more
significant such as the addition or removal of
synonyms and significant changes to
definitions. Major changes such as the
addition of new terms to existing codelists,
addition of new codelists

Grade |

ublic Review Files on
DISC website (30 days)

(23]

Administrative
Review

SME
Review

Request Denied

Request Approved

Public Review
Comment
Dispositioning

Admin. &
SME
Review

Cl-EVSQCand | Terminology
Processing Publication

Perform QC/QA
on all content
Generate File
Formats and
Changes Files
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2024 Clinical Research Glossary Public Review —opens June 7!

* Public Review — available June 7t through July 5%
* Twelve (12) definitions are ready for you to review.

* You can get involved in Public Review

* Review new proposed definitions before they are
released in September

e Share the opportunity to review with your network

* You can help us expand our reach
e Patients and participants
* Advocacy organizations
e Community-based programs
e Students
e Clinical Research Professionals
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Media Kit

MRCT Center Clinical Research Glossary

Social Media Posts Suggestions

There are a few options to support sharing
of the public review period via social media:

1) Write your own posts!

For example, tell your network why you support the Clinical Research Glossary and
invite them to be part of the process. You can feel free to use any images from the
glossary to enhance your post.

2) Share MRCT Center posts on Linkedin

You can follow us on LinkedIn to get our posts in your feed and then share with your
network, or just search for us, and re-post any of our Clinical Research Glossary

posts.
https://www.linkedin. pany/mutti-regional-clinical-tri Forigh
1ST EDITION: JUNE 2024 d 's-hospital-and: posts/? ew=all

3) Use our template language below to post on Linkedin:
Plain language is for everyone! <I am or my organization is> excited to share that the

B Clinical Research
GLOSSARY

Thank you for your interest in
sharing information about the
MRCT Center Clinical Research Glossary
Annual Public Review Period.

@MRCT Center has new Clinical Research Glossary (CRG) definitions that are ready to
be reviewed in this June 2024 CDISC Public Review.

Before publication and release all terms and their definitions are put out to the public for
comments. Anyone interested in providing comments is free to do so! This is a great way to
have your voice heard and bring up points that may not have been considered when creating
the definitions.

Please use the information within this media kit
to invite your network to join public review via:
= Social Media Posts
= Email/Newsletter

= PowerPoint Slides

VD
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How to give feedback during Public Review

- You will receive an email after June 7t with detailed instructions.
- The process of giving feedback involves filling out a simple survey.

- Reviewers will need to share their name, organization, and email

address
- Validates the entry
- Allows for individual follow-up about how the comment was

addressed
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Public Review Form for the MRCT Center Clinical Research

Glossary (CDISC Contro

View survey instructions

Background Information

The MRCT Center Clinical Research (
The goal of this glossary is to provid
allies.

The MRCT Center partners with CDI{

For CDISC Controlled Terminology P4
clinical research definitions.

Some key points about the cont
- These definitions went throu|
patients, caregivers, and indu

- These definitions are not int

- Each definition will also have
supportive information here: h

<)

AAa
o= =]

N/ D MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CENTER of
BRIGHAM AND WOMEN'S HOSPITAL

and HARVARD

Public Review Instructions:
Please review each definition and check off whether or not you can accept the proposed definition.
If you would like to request a change, please describe your comment and suggest an updated plain language definition.

Even if you don't have any changes to request, please submit this form so we can count your review in our tally.

Plain Language - Reviewer Tips Term: study feasibility

Friendly Reminder: These definitiq Definition: How likely a study or task is to be completed.

have to be "perfect" but rather sh
research. o)

Here are guidelines you can follow i

Keep definitions as a single senten
Avoid complex sentences with sevel
Avoid the use of several commas w
Avoid long sentences. 10-15 words
Do not use brackets to separate ide|
Use short, simple words that don't
opposed to "carry out a study").
Use a tone that is more like how yo|
» Be precise and concise while leavin
of the sentence)

¢ Use active voice when possible ("Rg
out...")

Consider - "Is the change I am req%

I can accept this definition: Yes «
* must provide value O No o
<)
If no, please describe how the definition should be changed:
* must provide value
<)
IR Clinical Research
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What happens to Public Review feedback
All feedback we receive is transferred into the CDISC Wiki for tracking

Comments are reviewed and addressed by the Clinical Research Glossary team,
including a review by the workgroup

Transparency is a hallmark of the Public Review process
* email to reviewer who submitted the comment
e summary on public CDISC website

.....The new glossary content is released in September
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Help us keep growing this resource!
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Clinical Research Glossary
Implementation Discussion

Amy Mirabella Claudine Moore Holly Parker Sophia Zilber

HonorHealth Society for Clinical Data Management Mass General Brigham Rally ure Mito

https://mrctcenter.org/wp-content/uploads/2024/06/2024-06-04 -HL-Public-review-bio-book.pdf
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A Call to Action

e Join our Public Review Process!
e You will receive an email of resources to join and share
* Invite your friends, family, and colleagues

* Use and share, share, share the Clinical Research Glossary!

* Please identify which people and groups in your network could benefit from
using the Clinical Research Glossary and share the link with them.

www.mrctcenter.org/glossary

* Please share your success stories of implementing the Clinical Research Glossary
* Please share how we can keep growing this resource to best meet your needs
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Special Thanks

 All the volunteer contributors over the years

* Workgroup — Development Team and Review Team

* Expert Advisory Committee Meet the team!

https://mrctcenter.org/glossary/
the-clinical-research-glossary-
team-members-contributors/

* Qur users and champions!

e The internal MRCT Center team
« Communications team, graphic designers, and extra helpers
 MRCT Center leadership
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Thank you!

Questions?
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