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News from IACT4C
PICTR Manuscript Published

The Pediatric Improvement Collaborative for Clinical Trials & Research
(PICTR) was created to measure timelines and address delays in the
pediatric clinical trials process.

Significant delays exist in industry-sponsored pediatric clinical drug_trial
start-up and enrollment processes

Authors: Angie Price (IACT4C), Hannah Simmons (Spark Excellence), Emily Gehring (Cincinnati
Children’s Hospital), Lauren Davis (Le Bonheur Children's Hospital), Gwyneth Fischer (University
of Minnesota Masonic Children's Hospital), Ann R. Klipsch (Riley Hospital for Children), Erin
Richmond (Driscoll Children's Hospital), Janice E. Sullivan (University of Louisville and Norton
Children's Hospital), Steven J. Steiner (Riley Hospital for Children)

FDA Public Workshop “ADEPT-9: Enhancing
Diversity in Therapeutics Development for
Pediatric Patients”

IACT4C was privileged to attend a hybrid public workshop hosted by the
FDA and the University of Maryland Center of Excellence in Regulatory
Science and Innovation.

The workshop featured presentations and panel discussions from experts
in the field, including researchers, regulators, industry representatives, and
patients and families. Topics covered included the importance of diversity
in clinical trials, challenges and opportunities for improving diversity in
pediatric drug development, and strategies for involving diverse
populations in research.

One key takeaway from the workshop was the importance of considering
diversity in all aspects of drug development, from initial study design to
data analysis and interpretation. By including diverse populations in
clinical trials, researchers can better understand how different groups of
patients respond to treatments and tailor therapies to individual patient
needs.


https://emma-assets.s3.amazonaws.com/tnhgb/375af09278339d61a319d7c44d7daaa5/PICTR_Manuscript_Published_Version.pdf

Overall, the workshop was a valuable opportunity to learn from experts in
the field and exchange ideas on improving diversity in therapeutic
development for pediatric patients. IACT4C is committed to promoting
diversity and inclusion in clinical research, and events like the ADEPT-9
workshop are essential for advancing this important work. We look forward
to continuing our participation in initiatives supporting diversity in pediatric
drug development and ultimately improving patient outcomes.

Hot Topics in Pediatric Drug
Development

FDA issues Draft Guidance Providing
New Details on Diversity Action Plans
Required for Certain Clinical Studies.
The FDA issued a draft guidance “Diversity Action Plans to Improve
Enrollment of Participants from Underrepresented Populations in Clinical

Studies” to assist medical product sponsors in submitting Diversity Action
Plans to support certain clinical.

Diversity Action Plans to Improve Enrollment of Participants from
Underrepresented Populations in Clinical Studies Guidance for Industry

Harmonizing Quality Improvement
Metrics Across Global Trial
Networks to Advance Paediatric Clinical
Trials Delivery

This paper aimed to define a common set of metrics that can be
interchangeable/interoperable between global pediatric research networks
from different jurisdictions by comparing various stages of study start-up
metrics. It became apparent that comparing metrics was challenging due to
contrasting study start-up data point definitions. Once there are shared
definitions, common challenges and ways to improve study start-up
processes can be explored.

Harmonizing Quality Improvement Metrics Across Global Trial Networks to
Advance Paediatric Clinical Trials Delivery

Authors: Sabah Attar(c4c), Angie Price (IACT4C), Collin Hovinga (C-Path), Breanne Stewart
(MICYRN), Thierry Lacaze-Masmonteil (MICYRN), Fedele Bonifazi (c4c), Mark A. Turner (c4c),
Ricardo M. Fernandes(c4c)

Regulatory Processes for Rare Disease
Drugs in the United States and
European Union: Flexibilities and
Collaborative Opportunities


https://www.fda.gov/media/179593/download
https://emma-assets.s3.amazonaws.com/tnhgb/cac35a043639b50225a9d7cc727c9571/Harmonizing_Quality_Improvement_Metrics_Across_Global_Trial_Networks_May_2024.pdf
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Interesting new publication on drug development for rare diseases.

Regulatory Processes for Rare Disease Drugs in the United States and
European Union: Flexibilities and Collaborative Opportunities

FDA Launches Rare Disease Innovation
Hub

The Rare Disease Innovation Hub (the Hub) will work across rare diseases
but will especially focus on products intended for smaller populations or for
diseases where the natural history is variable and not fully understood.

FDA Rare Disease Innovation Hub to Enhance and Advance Outcomes for
Patients

What's New in Pediatric Regulatory
New FDA Guidances

Conducting Clinical Trials with Decentralized
Elements

As part of a multifaceted effort by FDA to help modernize clinical trial
design and conduct to improve efficiency and reduce burden on
participants and on those conducting the trial, FDA issued a final guidance
on decentralized clinical trials (DCT).

Conducting Clinical Trials with Decentralized Elements

Draft Guidance Providing New Details on
Diversity Action Plans Required for Certain
Clinical Studies

The FDA issued a draft guidance “Diversity Action Plans to Improve
Enrollment of Participants from Underrepresented Populations in Clinical
Studies,” to assist medical product sponsors in submitting Diversity Action
Plans to support certain clinical.

FDA Guidance Provides New Details on Diversity Action Plans Required
for Certain Clinical Studies | FDA
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https://emma-assets.s3.amazonaws.com/tnhgb/e56e97ecc061a528a8f523561bc69f6e/Regulatory_Processes_for_Rare_Disease_in_US_and_EU.pdf
https://www.fda.gov/news-events/fda-voices/fda-rare-disease-innovation-hub-enhance-and-advance-outcomes-patients?utm_medium=email&utm_source=govdelivery
https://emma-assets.s3.amazonaws.com/tnhgb/7d077d5e91e218b08d1afd731e5c381b/FDA_Conducting_Clinical_Trials_with_Decentralized_Elements_Sept_2024.pdf
https://www.fda.gov/news-events/press-announcements/fda-guidance-provides-new-details-diversity-action-plans-required-certain-clinical-studies?utm_medium=email&utm_source=govdelivery

SITE NETWORK UPDATES

Mentorship Registration is OPEN!

We are thrilled to announce the 2025 Mentorship Program! As we head
into our fifth year, the Program has consistently proven to be a valuable
resource for the pediatric clinical trial research community. It is designed to
support and expand the current and next generation of researchers. We
encourage all those interested in being a Mentee or Mentor to seize this
invaluable opportunity and register now.

We look forward to working with you in 2025. For more information, please
get in touch with the Site Network Team.

For IACT4C Site Network Members: Register - Mentorship Program

Educational Opportunities

I-ACT Educational Webinar Series
Save the Date!


https://iactc.tfaforms.net/146

FREE WEBINAR

Daniel Eisenmann, Ph.D., CBSP
Executive Director
Biosafety Services
Advarra

Luke Gelinas, Ph.D.
Sr. IRB Chair Director
Advarra

Join us to learn about cell and gene therapy trial designs, unique risks and
technologies used in CGT, challenges with scaling CGT and the ongoing
ethical considerations.

December 10, 2024, from noon to 1pm ET

Register - IACT4C Webinar

Upcoming Conferences

MAGI@home brings best-in-class, accredited training and education from
the comfort of your home or office.

Oct. 21-25, 2024 Register

Al and Machine Learning in Pediatric Research
Johns Hopkins All Children - In person or virtual
Jan 29, 2025 Register

SCOPE Summit
Summit for Clinical OPS Executives - In person or virtual
Feb 3-6, 2025 Register

News from Our Collaborators

The Children's Advisory Network (iCAN) is excited to share their
Inaugural ImpactFall 2024 Fundraiser.

See the Flyer for more information: iCAN ImpactFall 2024 Fundraiser


https://us02web.zoom.us/meeting/register/tZcqf-mtqzwpGNMqEW0Xm21qlKUzyU57XVKt
https://events.wcgclinical.com/MAGIhome24?mkt_tok=ODM4LUxVWi00MjcAAAGT1ShpUEb7skLIyzzI4ySrvKH4Lr0F14QPT9_VV0vZDn7mcjfitDpPu58pBU2l9CzW9ttlw8QteOKGz_IyCdlQP4J37epDn8j41elU-ddh4KPq
https://web.cvent.com/event/cebf2525-49b0-4054-a0f6-be49ff650930/websitePage:61a2c4a7-b7eb-4435-9d03-b7414b34b534
https://register.cambridgeinnovationinstitute.com/reg/scope?_gl=1*1q23mpf*_gcl_aw*R0NMLjE3MjcxMDc0OTUuQ2owS0NRandvOFMzQmhEZUFSSXNBRlJta09QczhxTm81c205NmNpbzBQdFVTWGlpRkVtTmhNTW5aejVhTDd6MmJEQU1LeHhSZjBrQXRnc2FBdFI4RUFMd193Y0I.*_gcl_au*MjAyNzYzMzk4Ni4xNzI3MTA3NDk1*_ga*MTk4ODU3NDM5MC4xNzI3MTA3NDk1*_ga_RSZJGCCF0Q*MTcyNzEwNzQ5NS4xLjAuMTcyNzEwNzQ5NS42MC4wLjA.*corpRollup_aw*R0NMLjE3MjcxMDc0OTYuQ2owS0NRandvOFMzQmhEZUFSSXNBRlJta09QczhxTm81c205NmNpbzBQdFVTWGlpRkVtTmhNTW5aejVhTDd6MmJEQU1LeHhSZjBrQXRnc2FBdFI4RUFMd193Y0I.*corpRollup_au*MTcwNTg1NTI2LjE3MjcxMDc0OTY.*corpRollup_ga*MTk4ODU3NDM5MC4xNzI3MTA3NDk1*corpRollup_ga_2EH9C0L8YB*MTcyNzEwNzQ5NS4xLjAuMTcyNzEwNzQ5NS42MC4wLjA.&instrck=eyJhIjoiNjJkYzc3YjUtOWZiYy03NGM2LThmNzktZDA1NDYzZjA1NjVlIiwicyI6bnVsbCwiZCI6IkNJSV9ERUMiLCJ0IjoxNzI3MTA3NjU2MzIxfQ==
https://emma-assets.s3.amazonaws.com/tnhgb/196becbbec1806ceefdc26eee2d79184/iCAN_Flyer.pdf

To learn more about iCAN visit their website: iCAN Website

New Coordinator Corner

We would like to share some great resources with our unsung heroes of
pediatric clinical research, the study coordinators!

The Sydney
children's
Q7 lospitals Network

Digital Handbook to Understand Advanced Therapies for Rare
Diseases

Teams across the Sydney Children’s Hospital Network (which is made up
of two I-ACT for Children Network Sites: Sydney Children’s Hospital and
The Children’s Hospital at Westmead) have come together to build a digital
handbook to help patients and families understand advances therapies.

Co-designed by parents, clinicians, advocacy group representatives and
researchers, the handbook houses a range of resources including videos,
FAQs, checklists and more.

We thought you might find this helpful when you talk to your patients and
families.

Digital Handbook Advanced Therapies

Free FDA Webinars Sponsored by the Division of Drug Information for
1-hr "Home Study" CME/AAPA/CNE/CPE/CPT/CPH

New on-demand “Home Study” CE Webinars!

Please visit our new and improved website!


https://www.icanresearch.org/
https://www.schn.health.nsw.gov.au/advanced-therapies-handbook-0
https://www.fda.gov/about-fda/fda-pharmacy-student-experiential-program/fda-drug-topics-webinars?utm_medium=email&utm_source=govdelivery
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