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Disclaimer mq? m gﬁ

The views and findings expressed today are ours, serving in our individual capacity, and do not

imply endorsement or reflect the views or policies of Mass General Brigham, Harvard Medical
School, or any affiliated organization or 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.


http://www.mrctcenter.org/

Before we get started... Wq';l m Q,;

- This webinar is being recorded. The recording, slides and other resources will be made
available on the MRCT Center website next week.

- Please use the Q&A to ask questions. \We will do our best to respond live - but will
provide written responses to the questions we were unable to answer.

- Please introduce yourself in the chat, and tell us where you're joining from.



Today's Agenda

Introductory Remarks

- Barbara Bierer & Stephen Sonstein, JTF Co-Chairs
- Maria Dutarte, EUPATI

Process and Outcome of JTF Patient Partner Project

- Sylvia Baedorf Kassis, MRCT Center
- Linda Hunter, CANTRAIN

Reflections by Workgroup and Review Team members

Closing



The Multi-Regional Clinical Trials Center (MRCT Center)

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

oversight, ethics and regulatory environment DEVELOP
STANDARDS

for clinical trials.

ESTABLISH
BEST PRACTICES

Our Vision

_mq_51

MULTI-REGIONAL
CLINICAL TRIALS

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

Our Mission
IDENTIFY OPPORTUNITIES
. . FOR IMPROVEMENT IMPROVE
Engage diverse stakeholders to define  ANSPAREN
emerging issues in global clinical trials and to
create and implement ethical, actionable, and

practical solutions. www.mrctcenter.org
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Introductory Remarks W{;‘ m Q,;

Clinical trial competencies: one of the earliest projects of the MRCT Center

Focused on competencies, not roles or titles, job descriptions or degrees

It takes a team
JOINT TASK FORCE FOR

Clinical research is ever evolving: (’A CLINICAL TRIAL

\VJPCOMPETENCY

Study trial design and complexity

Data at scale: Accumulation and interoperability JTF: identifying the knowledge

and skills required for safe,

ethical, and high-quality

Patient and community engagement and partnership clinical research wherever trials
are conducted in the world

Technology and analytic advances

www.mrctcenter.org/clinical-trial-competency
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Each domain has specific
competency statements

FOR EXAMPLE:

Scientific

Conceps and Domain 1: Scientific Concepts and Research Design

Research Design

Ethical and . . .
Participant Safety Encompasses knowledge of scientific concepts related to the design and analysis of
Considerations 2 clinical trials

Communications

1.1 Apply principles of biomedical science to investigational product discovery and
development and health- related behavioral interventions

and Teamwork

Investigational

Competency Eﬂ_ﬁ’v‘fj;;smem 1.2 Identify scientific questions that are potentially testable clinical research
Domains and hypotheses

Regulation

for the 1.3 Identify the elements and explain the principles and processes of designing a
Leadership and Clinical Research clinical study
Professionalism s
Professional 1.4 Maintain awareness of new technologies, methodologies, and techniques that

Clinical Study enhance the conduct, safety, and validity of the clinical study
Operations o o
(Good Clinical 1.5 Critically analyze clinical study results

6 Practice)
Data Management
and Informatics :
Study and Site 4 .
Management Evolution:
;'413 » Data management and governance
- » Patient, family, and community importance
and partnership




Fundamental, Skilled, and Advanced Level Competencies

1.1 Apply principles of biomedical science to investigational product discovery
and development and health-related behavioral interventions

Fundamental Level

Skilled Level

Advanced Level

A1. Recognize the need to apply
scientific principles to discovery
and development of biomedical

investigational products and
health-related behavioral
interventions

B1. Apply scientific
principles when
implementing a clinical or
behavioral study

C1. Plan biomedical
research according to
scientific principles

A2. Explain the basic scientific
principles that should be applied

during development of
biomedical investigational
products and health-related
behavioral interventions

B2. Implement data
collection according to
scientific principles and
based on protocol design

C2. Develop a data
management plan according
to scientific principles.

Example: When reviewing a
clinical research protocol,
researcher describes the
objective and scientific

techniques used to design and
implement biomedical research.

Example: When given a
clinical research protocol,
researcher differentiates
what principles could affect
how the data should be
collected and implement
best practices accordingly.

Example: Given a clinical
research protocol and data
collected, the researcher
evaluates the findings to
assess results via a scientific
framework.




The Joint Task Force: ﬂ]q';l m yﬁ

Patient Partner Project (JTF-P3)

A central focus of the JTF -P3 update is the inclusion of patient partners as active and
integral collaborators and contributors.

The leveled competencies have specific elements that highlight where the inclusion of patient
partner input is especially important, accompanied by practical examples.

Reciprocally, engagement with patient partners is a critical competency for all clinical
research professionals, including establishing processes for and supporting patient partners
from an institutional and study-specific perspective.

The JTF-P3, includes a Supplement focused explicitly on the integration of patient partners into
the study team, to support more skilled, inclusive, and equitable study activities.



The JTF-P3 North Star

"M’!ﬁ

Co-Creating Clinical Research Competencies to Support Effective Patient Partner Engagement Activities

An initiative to unite a representative group of patient and caregiver partners, academic researchers and study staff, industry
representatives, and others, to enhance the original JTF Framework.

Goal to co-create a resource that:

(1) supports patient partners as active collaborators who have the competencies necessary
to contribute as leaders, designers, advisors, and reviewers of clinical research, and

(2) ensures all other members of the clinical research team involved in the design,

conduct, and reporting of clinical research have the competencies needed to engage
effectively with patient partners.

Both are necessary for patient partners to be included as active and valued members of the
research team.
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JTF-P3 Leadership and Admin Team ng m Q,;

MRCT Center/JTF CANTRAIN EUPATI
Barbara Bierer - Jean Bourbeau - Ingrid Klingmann
Stephen Sonstein - Lisa Goos - Maria Dutarte
Jane Perlmutter - Julie Dessureault
Carmen Aldinger - Sarah lbrahim
Sylvia Baedorf Kassis - Linda Hunter
Mei Li



gﬁ CANTRAIN EUROPEAN PATIENTS’ ACADEMY

. . ON THERAPEUTIC INNOVATION
CANadian Consortium of (EUPATI)
Clinical Trial TRAINing Platform Enhancing patient
involvement
through education

@ OUR HIGHER PURPOSE
Improve health and
wellbeing through
clinical trial research for
the Canadian population

EUPATI

and beyond. Mission: To provide
BETTER PREPARED. education and resources
BETTER CARE. that enable patients and
researchers to collaborate,
MIEUX PREPARER. co-create and innovate,
MIEUX TRAITER. inspiring collective global

change across the health

1 iInnovation ecosystem
CIHR




European Patients' Academy on
Therapeutic Innovation - EUPATI \

m EUPATI

Maria Dutarte (EUPATI)



JTF-P3 Work Group

Name

Alan Hamilton
Allison Dalton

Annie Leblanc

Begonya Nafria Escalera
Bernard Coley

C. Daniel Mullins

Christine Mungoshi

Deborah Collyar
Jacquie van lerssel
James Holahan
Jana Popova

Jane Perimutter
Janice Tufte

Jennifer Monaghan

Role / Org. Country
Consultant Canada
GWU USA
SPOR Canada
SJD Pediatrics Spain
Patient Partner USA

University of Maryland USA

Patient Partner / Zimbabwe UK/

Brain Tumor Association  Zimbabwe
Patient Partner, Patient

Advocates in Research USA
University of Ottawa Canada
NYU Langone/CTSA USA
Patient Partner Bulgaria

Patient Partner, Gemini USA
Patient Partner USA

Patient Partner Canada

Name
Katie Bainbridge

Kaushal Shah
Kay Warner

Kyoko Imamura

Leanne Marie Hays
Mabel Crescioni

Mandy Daly

Mitchell Silva
Monica Bdgas

Rick Bangs
Sandra Karabatic
Sara Riggare
Trudy Flynn

5 M P

Role / Org.
CANTRAIN

Arizona State University
GSK

Japanese Institute for
Public Engagement

ucb
PCORI

Patient Partner

Patient Partner
Roche

Patient Partner
Healthcare Provider
Patient Partner
Patient Partner

Country
Canada
USA

UK

Japan

Ireland
USA
Ireland
Belgium
Portugal
USA
Croatia
Sweden
Canada



JTF-P3 Review Team

Name

Ana Maria Rodriguez

Angela Kyalo
Alistair Nichol
Allison Bulat
Ambar Shrivastava
Atsushi Kitamura
Barry Stein

Cara Philpott

Caroline Jose

Carolynn Jones

Carrielynn Lund

Catherine Hanson
Christine Kubiak
Christine Samara

Daniel Seifu

Fuzhen Guo
lka Washington
Janelle Bowden

Jennifer Gallagher

Kara Neil

Role / Org.

IQVIA/Mc Gill University
KEMRI Wellcome
University College Dublin
Patient Partner

Patient Partner

Pfizer

Colorectal Cancer Canada

EUPATI Fellow
Université de Sherbrooke and Université de
Moncton

The Ohio State University
Patient Partner/University of Saskatchewan

University of Miami
ECRIN
Patient Partner/Sunnybrook Research Inst.

University of Global Health Equity

Capital Medical University
Patient Partner
AccessCR Pty Ltd

Sunnybrook Research Inst.

King Faisal Hospital & Research Center

Country

Canada/ Europe

Kenya
Ireland
USA
India
Japan
Canada

Australia

Canada
USA

Canada

USA
France
Canada

Rwanda

China
Canada
Australia
Canada

Rwanda

Name
Kendra Orjada

Leanne West
Malcolm & Alexandra King

Marian Valia

Marissa Bielecki
Martie Carnie
Maxine Janis

Midori Senoo

Munaza Jamil

Peery White

Richie Kahn

Roberta Albany
Sally Armstrong
Sanjeev Sharma

Sharareh Hosseinzadeh

Sierra Portillo

Stephanie Chisholm & Patricia Rios

Stuart Nicholls

Thobekile Mthethwa-Pitt

Thomas Nyirenda
Tony Keyes

Urvashi Prasad

TR Y aaine Yu

Role / Org.

Merck
iCAN (International Children’s Advisory
Network)

University of Saskatchewan

ACRP

Patient Partner/IQVIA

Patient Partner/Brigham and Women's
Pacific Northwest University

Myotonic Dystrophy Patients' Group
CANTRAIN

Strengthening Native Connections
Canary Advisors

Patient Partner

PRAXIS Australia

Patient Partner
Consultant

Biostatistician & Patient Advocate

Bladder Cancer Network

Ottawa Hospital Research Institute

Alfred Health

European & Developing Countries Clinical

Trials Partnership
Johns Hopkins University
Patient Partner

Fortrea

Country
USA/Global

USA/Global
Canada
USA

USA

USA

USA

Japan

Canada

USA
USA

USA
Australia

India
Canada
USA
USA

Canada

Australia

South Africa
USA
India

China



JTF-P3 Global Collaboration iz m g}

Workgroup and Review Team
Self-Reported Roles

Consultant

Patient Partner

Clinical Research
ous USA — 22 *ES Spain — 1 Association/Org.

ecA Canada — 11 «PT Portugal — 1

®IN India — 3 :
eaU Australia — 3 *BE Belgium — 1

oIt Ireland — 3 *HR Croatia — 1 ~—
*Jp Japan - 3 *BG Bulgaria — 1 Pharmaceutical Academic
ecN China — 2 *ZW Zimbabwe — 1 Company

*RW Rwanda — 2 oKE Kenya — 1
*FR France — 1 oZA South Africa — 1




Process: ﬂ]q';l m yﬁ

Work Group, March-September 2025

- Separate work streams, meeting monthly

- Iterative development of key prioritized proposals.

Feedback Review, October-December 2025

Submitted high-level comments and overview, by domain:

- Revision of or addition of new competency statements - ~101 unique entries

- Revision of or addition of new maturity level statements and examples - ~303 unique entries
Row-by-row review and assessment of each competency statement entry by core team
Line-by-line review and assignment:

- Green - relevant; should be included as written
- Yellow - relevant; needs to be tweaked and added to appropriate section
- relevant; duplicate or already integrated
- Red - not a level statement or relevant; covered elsewhere.
Many rounds of review, discussion, and analysis



Field-by-field review and evaluation:
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...and onward to Row 111...
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JTF-P3 Review Team Feedback Collection Survey

At Pkt | Ads Marn of Fedds | imgont from Fekd Rank |

@b B A e pf 050 1 pdes

—

Add Fekd | | Add Mt of Fesas | imgant tram B

AP @k BB )R N confurt campatncy. |1
Ace yeu comfertable with the update to the competency Yes
statement?

No
* it provide vehve

Al Pkt | Al W of Fekts | mpart from

oot comes

@b B )M e corpes Srovchng hgx

¥ yes, please feed free to a8d any comments on what you
ke about the competency statement

Ad0 et | A0S Matrw of Fields | gt from Fy

Z P ® b B[ )R Nene o compaency  Iencieg g Komon compe

¥ no, please descride what you weould like 10 3ee changed
o added In the competency statement.

* ot el spm

May 7, 2026 Webinar

| Areyou

P @G 8B | InedNane combor leven

with the wp to the
wunder the three levels (fundamental, sidled. and
advanced)?

* rreant provice wakem

Yes
No

Msd Tl | Adt Nawix of Fietats | impart from Feit Bank |

S P @ B () e Neme e et

Branching lagic comioet_lewel Y 1] =1

~  Myes, ploase feel free to add any comments on what you

ke about the leveled statementis).

A Pt | Ak Mt of Fiesehs | impart from Frekd Bank |

P @ B [ 1hedvene oo jevels  Bonching g (comboet levels Y] » T

¥ no. please describe what you would like to see changed
or added 1o the leveled statements

* st provide vakse

A Pkt | Akt Murtere of Pttt | bompreet trumm leks ot |

A @b 8 F ()R Neme comfon examphs, 11
Are you comfertable with the update to the examples?

Yes
* vt provide sabee No

it Pkt | Ackd Mt of Pardels | bmpiaet from Fiekd Bank

S P @ T [ )FoINme yes exangle  Srosching lnpic [comfon_samples 1 1]«

if yes, please feel free to add any comments on what you
ke about the example statemnent(s). If there Is more than
which s your

o WP please
favorite example for the competency.

Add i | Adt Mot of Fetads | impart from Fiebd Sank |

S P ®F B ()R Nere o suopen

¥ no, please describe what you would like to see changed
or added to the example statementis). If there is mare
than one example, please feel free to comment on which
would be the most appropriste exampie for the
competency.

Must provide sakee

Sronching lapic [comiort_examples 1 1] =Y

« Survey asked for comfort with
competency, level, and
example statements (yes/no)

* Review Team and Work Group

were invited via separate
emails

F @ o B [ )oeldNamp mon feedbhack 11

I you hawe any additional comments on the updates to
Competency 1.1 please add here

Expand
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JTF-P3 Feedback Disposition (Jan-Mar 2026)
~ 100 pages that looked like this:

v.mgﬁ

GEMERAL COMMENTS ON DOMAIN 1: Scientific Concepts and Research Design: Encompasses knowledge of 0 New 'xl_lr‘
scientific Wrmpt; related to the d'-:i-gn and lml‘,;l; of clinical trials

Comment Received CA Suggested Team Decision
Changes/Responses @ Baedorf Kassis, Sylvia  +-- (]
Commaents: Strong integration of n'a

patignt-grignted resgarch principles. The
|levaled progression (Fundamantal — Skillad
+ Advanced) is clear and aspirational,

Suggestions: Consolidate overlapping
statemants [ Ad4-45) on patient
perspeactives.

11 Agree, delete A8,

Dalete Ab,

Merge A4 and AS ina
nenw statemant. Sea later
comment.

Mowve operational examples [e.g. adapting
recruitment tools) to Domain & (Study/Site
Managernent).

This refersto 1.1, C5.

Agres to move to 5.4

Add explicit mention of intersactionality and
structural barriers in hypothesis formulation.

1.2 Consider mentioning
Intersectionality (and perhaps
structural barriers) in hypothesis
formulation in Advanced level

Add t0B1, 1.2, ‘consider
intersectionality and
structural barriers as

appropriate’

1.5: do we want to mention : analyse impact
of inclusiveness (for ex whether it imp roves
generalizability of results and reach relevant
patignts)

1.5 Consider adding “Analyze
impact of inclusiveness” 1o
Advanced Level.

1.5 Add to A-level:
Daseribe the impartance
af including diverse
populations in elinical
research (e, age, sex,
rm.n’ql:hnil;i‘tf} far
genaralizability of
findings.

Add to B-level:
Demonstrate how lack
of representation affects
the reliability and
applicability of trial
results across populations

- and the quality of the

dang

Reply

@ Baedorf Kassis, Sylvia = ++- a‘

Changed to patiant partnership in
1.1. 1.3 was already changed to
removed patient engagemant

Reply

@ Baedorf Kassis, Sylvia -~ (?_

mEed to make Sure indwidual
results retum is covered under
Domain 8

Reply

a Baedorf Kassls, Sylvia  ++- &"

May 7, 2026 Webinar
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JTF-P3 Feedback Integration (Mar 2026)

Core Competency Framework for the Clinical R h Professional, Version 3.1
FUNDAMENTAL, SKILLED and ADVANCED LEVEL
A. Fundamental Level | B. Skilled Level T C. Advanced Level

Interventions
Al. Recognize the need to apply scientific
P .,'n 1o di Y and d {/ of
biomedical investigationad products and
health-related behavioral interventions_
A2 _Explain the basic scientific principles that
should be applied during development of
b al investigat ducts and

- - »
health-related beh
A3 fing and articulate the
‘!'.HEOS' af ealwnt-mwnlpd respasch
A

14
inter

fingiples 30

(44 _nrinciples of biomedical science AND PATIENT

B1. Apply scientific principles when implementing a

DOMAIN 1: Scientific Concepts and Research Design: Encompasses knowledge of scientific concepts related to the design and analysis of clinicel trials

to Investigational product discovery and development and health-related behavioral

C1. Plan biomedical research according to scientific

climical or behavioral study principles

82 Implement data collection according to scientdi C2__Develop a data manag plan according 1o
principles and based on protocol design sclentific principles

83 Apply patient-otignted research principles when C3_Dewelap rasearch that aligas with what matters
planning protocols moest 1 ieals an P it

4 p ing 2 patien 3 gl rly andg 4 i~ esgns 3nd meth hat ¢

throughout research question development, study bartiers to participation for gnderserved or
desian decisions, and methodology selaction to pngsrrepeesented populations

imgrove study relevance, inclugivity, and impact
8s._Facilitate meaningful dialogue to

ensure patient perspectives are

authentically integrated

€5, _Lead collaborative reseprch design processes that
position patient partners as equal contributors

throughout the research Becyde o

atos orhar researchecs ndeselo,
patient partnership approaches and evaluate
research proposals for meaningful versus tokenistic
{-C7. Adeocate fog systernic changes n tesaarch design |
practices to ensura genuine patient partner
integration becomes standard practice

{.C5

protocol, study team member describes the
objective and scientific techniques used to design
and implement blomedical research.

xample: Describos how patient partners can
contribute to research guestion development

Example: identifies patient-orented research

_Example: When given 3 clinical research protocol,
researcher differentiates what principies could affect
how the data should be collected and implement best

practices accordingly,

strategies with patient partners informed

by community experience/preferences’

peincigles (0 g partneeship. inclugivity
nantl'mmr,cy} n lv._\;nml materas

| Sampla: Given 3 chinical research protocoland data | _

| collected, the researcher evaluates the findings to assess
results via a sclentific framework,

Example: Co-leads research teams with patient pastrers

12 ogual DArtNOrs; dewbgt nstitutionalpolicles 3

reguiring meaningful patient partner involvement; trains
other researchars in authentsc

rinership practicos.
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JTF-P3 Feedback Integration
(April 2026)

Cora Comnpitanty Framiwork fer the Clinkal REsearch Prodesianal, verion 3.1

FUNDAMENTAL, SORLED g ADVANCED LEVEL

A. Fundamantal Lewel

principles of lomedical schende

Al Recognive the fied 1o soply schentific
principles to discovery and development of
biomedical iresti gabional progects and
hialth-ralatid bahawicral inpraeetiond.

AF. Expluis th baic sciemilic gerinciphes that
should be appled dering development of
biomedical irvestigational prodiects and
haalth-related behavicral intpreeetion.

oriented research and how patient partners'
unbgree bved-experkence complements
sckatific and chinical

meaninglully conbribules 10 nesearch Sudy

COMAN 1; Sclentific Concepty and Arsearch Desip: Encompanaes knowledpr of

A3, Explain the prispls and purpoe of patiess-

related to the deslgn aad sl of clinkos! trinks

imestigational prodec dscovery and development and health-refated behavioral

Bl. Apply schestilic grincighes whis implemaenting a €L, Fan bioswdical resaich sconding be scientific
chinical or behavioral study principles
B2. Wmgplement data collection acoording te sclentific 2. Develog a data management plan according to

erinciplis and Based en prefocol design seientific prisciples

B3, Incovporate pathentd gerapectivg ] sarly and 3. Lead collaborative ressarnch didgn proceises that
hreagh research q T E, shasdy positicn pathen® partners as equal contribwiors
design desiions, protocsd planning, and throughout the retearch ecycle
i thedolngy stlection 10 improve sudy rdevance, | €4, Develop ressanch shat aligns aciantific and patient
Inclushaty, and bmipaot. prionties and employs sbudy designs and methods

that reduce barriers to participation

ixample; ‘When reviewing a clinical revearch
Erotede), sludy team member descrbes the
objectie and soentific technigues used to design
and implement Blomadical research

Exarnphe: Dedcribed patient pannerihip research
[principhes and how pathent parknes can
porirbate bo research question development.

E Lo i aun Pr— " "

Examples When gheen a clinkcal research protacal,
researcher dilferestianes whal principhes could affect
hire the data should be collected and implement best
practioes sconrdinghy

Example; Ghven a clinical research pratocs] and dasa
collectid, the ressancher evaluates the Nindings 10 adess
riesults via @ scientilic frameworie.

Exchenphe: Adh o iy K change "
dEsign PrACHoes 10 SAaure geraing patent parner
integration becomes standard praciice.

Exarmgle: Wizrks with patient gartnen 1o identity and
integrate study ersdpoints that ane infprmed by
community esperience/prefenences,

L3 Identify s

ific questions that sne

ritlalty testable cinical research kypotheses

M arek Core Competesdy Frasnework foe the Chsical Redeanch Profedsionsl Yersion 3.1

JTF-P3 Final version, May 2026

Core Competency Framework for the Clinical Research Professional, Version 3.1 - _

FUNDAMENTAL, SKILLED and ADVANCED LEVEL

A. Fundamental Level

B. Skilled Level

C. Advanced Level

1.1 principles of biomedical science
interventions

to investigational product discovery and development and health-related behavioral

Al. Recognize the need to apply scientific
principles to discovery and development of
biomedical investigational products and
health-related behavioral interventions

A2. Explain the basic scientific principles that
should be applied during development of
biomedical investigational products and
health-related behavioral interventions

A3. Explain how patient partners contribute to
research study design

B1, Apply scientific principles when implementing a
clinical or behavioral study

B2. Implement data collection according to scientific
principles and based on protocol design

B3. Incorporate patient perspectives throughout
research question development, study design,
protocol planning, and methodology selection

C1. Plan biomedical research according to scientific
principles

C2. Develop a data management plan according to
scientific principles

C3. Develop research that aligns scientific and patient
priorities and employs study designs and methods
that reduce barriers to participation

Example: When reviewing a clinical research
protocol, describes the
objective and scientific techniques used to design
and implement biomedical research.

Example: Describes patient partnership research
principles and how patient partners can
contribute to research question development

Example: When given a clinical research protocol,
researcher differentiates what principles could affect
how the data should be collected and implement best
practices accordingly.

Example: Works with patient partners to identify and
integrate study endpoints that are informed by
community experience/preferences.

Example: Given a clinical research protocol and data
collected, the researcher evaluates the findings to assess
results via a scientific framework.

Example: Advocates for research design practices that
ensure patient partner integration.

1.2 Identify scientific questions that are potentially testable clinical research hypotheses
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Exemplar Patient Partnership Additions Wq? m g‘

DOMAIN JTF-P3 ADDITIONS

DOMAIN 1: Scientific
Concepts and Research
Design

DOMAIN 2: Ethical and
Participant Safety
Considerations

DOMAIN 3: Investigational
Products Development and
Regulation

DOMAIN 4: Clinical Study
Operations (Good Clinical
Practice)

Incorporate patient perspectives throughout research question development, study
design, protocol planning, and methodology selection
Develop research that aligns scientific and patient priorities and employs study designs
and methods that reduce barriers to participation
|dentify the clinical study activities and distinguish them from the standard of care
Apply best practices in informed consent processes by incorporating plain language,
cultural adaptations, and decentralized methods, ensuring alignment with regulatory
guidance and individual, group, and community partners

Recognize that cultural and socioeconomic factors influence which products get
developed, how they are tested, and who ultimately benefits from them

Collaborate to determine and agree upon patient partners’ responsibilities on the study
team and reassess and recalibrate during the project

Include patient partners in safety monitoring committees to ensure lived experience informs
adverse event identification, management, and reporting



Exemplar Patient Partnership Additions ﬂ]q';l m g;

DOMAIN JTF-P3 ADDITIONS

DOMAIN 5: Study and

: Co-lead initiatives to design, test, and evaluate recruitment strategies
Site Management

DOMAIN 6: Data
Management and
Informatics

No changes (This domain was being updated by a separate team at the time of the JTF-P3.
Patient partnership will be incorporated into this domain in a future iteration)

« Demonstrate awareness that one’s own background and experience may influence
DOMAIN 7: Leadership perspectives on research priorities and processes
and Professionalism Engage in ongoing critical reflection about own assumptions, privileges, and biases that
may impact the research and the study team

DOM.A "\.I 8: * Recognize and respect the unique lived experience and expertise that patient partners
Communication and . < e re
Teamwork bring to transdisciplinary research teams

« Support the active engagement of patient partners to ensure their perspectives, needs,
and priorities are integrated throughout the clinical research life cycle.

Explain the meaning of patient and community partnership in clinical research and how
best practices incorporating the perspectives of those with lived experience can support and
inform meaningful study design, recruitment, retention, and reporting

JTF-P3 Supplement



JTF-P3 Glossary M[® m yﬁ

- Three Categories of Terminology

- JTF Framework Terms JTE-P3 Term Source(s)/

e.g domain Examples Definition Adapted From
Meaningful and active collaboration between ~ CIHR SPOR; BC
atients (or caregivers) and researchers, where SUPPORT Unit;
- JTF Framework Study Team Members P 0 EUPATI

patients are involved in decision-making and
T i governance across the entire clinical research
and development continuum.

e.g. CRP, Pl, patient partner

- JTF-P3 Concepts

\ 4

An active and continuous process of involving ~ CIHR SPOR;

patients and caregivers in meaningfully co- Alberta SPOR
creating across the life cycle of research projects SUPPORT Unit;
' PCORI, FDA,

EHEN T from priority setting, study planning and EUPATI, PEMD
SEET NG iconduct, to results dissemination and knowledge
translation, ensuring that research reflects the
needs and preferences of patients and
communities.



Next steps ﬂjq';} m gﬁ

* The JTF-P3 Framework will be publicly available once published.

« Manuscripts on both the output and the process are in progress.

o Journal submissions are expected later this month.

« A Ql evaluation of patient partnership throughout this project is in progress.

Sign up here to be notified when the JTF-P3 framework is published:




The JTF-P3 in the context of other JTF effort VR
el 3 in the context of other JTF efforts ngmgﬁ

Current Version:
JTF Framework

JTF Framework
Version 4.0

Version 3.1 (coming in 2027)

Other
feedback
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A Warm Welcome to our Panelists ﬂ]q';l m yﬁ

Session 1: Session 2:
- Monica Bogas, Country Head of Clinical - Janelle Bowden, Founder and Consultant,
Operations, Roche Portugal AccessCR
- Kaushal Shah, Program Director, Arizona - Kyoko Imamura, President, Japanese
State University Institute for Public Engagement
- Leanne Hays, Researcher PPIE Lead & - Allison Bulat, Patient Partner, ALS ONE

Program Manager, University College Dublin

- R. Bernard Coley, Patient Partner Enable

Your Vision



Biannual Global Meeting

June 22, 2026
9:00 AM-11:00 AMET

REGISTER NOW

Joint Task Force
for Clinical Trial
Competency (JTF)

MULTI-REGIONAL
CLINICAL TRIALS

THE MRCT CENTER OF
BRIGHAM AND WOMEN'S HOSPITAL
and HARVARD

i

Register:
https://mrctcenter.org/t

ribe-events/joint-task-

force-for-clinical-trial-

competency-jtf-global-

biannual-meeting-4/
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