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Current state of organization

2 0 MEMBER
COMPANIES

Today

25+
including 4 

pharmacovigilance initiatives

INITIATIVES

focus on preclinical research

ENHANCING INDUSTRY 
COLLABORATION

With an effective and proven 
governance structure have 

increased the ease and desire to 
collaborate

FACILITATING 
FUTURE PLATFORM TRIALS

12+ initiatives deliver solutions that 
facilitate future platform trials

BREADTH &                  
DEPTH

Over 30 solutions 
being delivered across 25+ 

initiatives, across 3 strategic 
priorities

2012

Regeneron most recent 
member

BioCelerate Founded

2016
TransCelerate Founded

5 INITIAL 
INITIATIVES

10 MEMBER
COMPANIES

platform to enable data sharing



The Reach of our Global Membership is Expanding

There are 

over

people
from Member Companies that 
design and develop 
TransCelerate solutions.

* to be eligible for membership, companies must meet 
specified eligibility criteria.

Membership is available to biopharmaceutical research and development 
organizations that engage in innovative discovery, development and manufacturing 

of new medicines*.



External Collaboration will continue to play a critical 
role in achieving our future state

FOCUS ON 

SITES

by launching SCRS Site Advocacy Groups

* Representative organizations, not exhaustive

INVESTIGATOR 

SITES*

RESEARCH AND CRO 

COMMUNITY*

PATIENT ADVOCACY  

GROUPS*

OTHER 

ASSOCIATIONS*

HEALTH

AUTHORITIES*

As a single stakeholder organization, we understand the value of robust collaboration with key 
stakeholders* across the R&D ecosystem which provide unique and important insights and perspectives. 

http://www.businesswire.com/news/home/20170502005627/en/TransCelerate-BioPharma-FDANIH-Collaborate-Aligned-Common-Protocol
http://myscrs.org/society-for-clinical-research-sites-announces-transcelerate-biopharmas-ongoing-commitment-to-partnership-with-scrs-site-advocacy-groups/
http://www.prweb.com/releases/2016/05/prweb13423521.htm
http://www.aaci-cancer.org/index.asp
http://sitesolutionssummit.com/wp-content/uploads/2012/01/SCRS-Logo_web600px_medium.png
http://www.jcroa.gr.jp/eng/index.html


TransCelerate Has Strategic Priorities to Develop Solutions 
Toward a Desired Future State of Clinical Research



TransCelerate Solutions Address Two High Priority Challenges 
in Clinical Research

How do we improve 

Awareness and Access

to Trials?

How do we improve Patient 

and Site Experience ?



Common Pain Points from both Patients

Protocols do 
not take the 

patient 
perspective 
into account

Healthcare 
providers 

don’t present 
trials as an 
option to 
patients

Information 
about clinical 
trials is hard to 

find and 
understand



TransCelerate’s goal is not simply trying to attract more patients to 
clinical trials; our goal is to better inform patients.

Patients have identified provide more or better patient information as the #2 
improvement opportunity for Pharma, behind partner with patient groups1



Patient Info Exchange Templates

▪ Templates were developed to close the gap for providing pieces of 
information that patients have indicated they would like to have: 

1. After enrolling in a study

2. After completing a study

3. After their study has been fully completed and results of the study are 
available 

Some study sponsors and sites already communicate this information. Our mission
is to make it easier and more efficient for sponsors to provide the information 
that patients feel they need to remain informed and valued at each stage of 
their participation.

This is a step towards increasing communication throughout and after the patient’s 
participation to improve their clinical trial experience. 



Patient Info Exchange Templates-
Communication Templates

Templates are available for download on the TransCelerate Website



Improving the Patient Experience

These tools are now available on the TransCelerate Website

P-PET SPFQ

Design clinical studies with patient input Gather patient feedback during clinical studies



Patient Protocol Engagement Toolkit (PPET)

Available for download on the TransCelerate Website



Study Participant Feedback Questionnaire Toolkit (SPFQ)

Socialization Deck Implementation 

User Guide
SPFQ (Beginning, 

Middle, End)

Available for download on the TransCelerate Website



Pain Points from Sites

Conducting 
trials is 

extremely 
burdensome

and redundant

The feasibility 
process is 

onerous and 
duplicative

Consents read 
like a legal 
document



Clinical Trial Conversations
Patients Rely on Health Care Providers for Information

1. Perceptions & Insights Study. CISCRP, 2015.
2. 2017 Perceptions & Insights Study - Report on The Participation Decision-Making Process, The Center for Information and Study on Clinical Research Participation (CISCRP)
3. Cancer Patients’ Fears Related to Clinical Trial Participation: A Qualitative Study.  Gwendolyn P. Quinn Alexis, Koskan, Kristen J. Wells, Luis E. Gonzalez, Cathy D. Meade, Christie L. Pratt Pozo, and Paul B. Jacobsen.  J Cancer 

Educ. 2012 June; 27(2): 257–262
4. Hoffman, R.M. & McNaughton-Collins, M. J GEN INTERN MED (2014) 29: 16. https://doi-org.proxy1.lib.tju.edu/10.1007/s11606-013-2593-z



Enabling Communication through 
Shared Decision Making (SDM)

Enable health care professionals (HCPs) to engage discussions of clinical trial with patients in 

a way that is fulfilling for both HCPs and patients

Our Vision

• Shared Decision Making (SDM) is 

collaborative health care 

communication that engages patients 

in care decisions by providing 

balanced, evidence-based information 

on all options and eliciting patients’ 

values, preferences and goals

• Applying SDM in patient-provider 

conversations when clinical trials are 

options has potential benefits



Clinical Trial Registry of the Future (RoTF)
Improving Registry user Experience Through Design

Proposals and demos currently available on the TransCelerate website

The vision for RoTF
▪ Government-owned clinical trial registry websites, specifically ClinicalTrials.gov, will be intuitive for 

all to navigate

▪ Patients and their caregivers can easily search for and access information about clinical trials

▪ The clinical trial search experience is customized to the user’s interests and needs  

Interactive website 

mockup demonstrating 

the vision and 

recommendations

Vision proposal describing 

recommendations for 

government owned 

registries

Demo videos and eBook 

allowing for quick and easy 

understanding of the 

concept



RoTF Overview
An exciting home page launches a customized search experience

Searching by condition and location
Enables searches based on criteria important to 

patients and their caregivers

R
e

su
lts

Bookmarks and Favorites
Enables logged-in users to bookmark 

trials and save them as high priority

New trial indicator
Gold bars shows the user the trials that 

have been posted since their last search



Moving the Needle: TransCelerate Connections

Reduce the burden on investigative sites 
by providing them with a central point of 

access, harmonized content and 
services, and streamlined interaction

with participating clinical trial Sponsors. 

Establish a voluntary registry for 

consenting investigators. Providing a 

global collaborative image that will  be 

beneficial for clinical trial efficiency and 

productivity. 



SIP/IR Use Case: Site Selection and Feasibility

IR Data Sharing* to 
identify Potential Sites / 

Investigators

List ported over to SIP 
to send Feasibility 

Survey to sites

Email sent to Site; 
Survey Task shows on 

home page

Alert sent to 
Sponsor once 

survey completed

*Consenting Investigators Only



Today: Feasibility Information

Facility profile

▪ Do you have a -70° freezer?

▪ How long are your IRB turnaround 

times?

▪ Do you have a monitoring system for 

cold storage?

▪ How frequently does your IRB meet?

▪ Do you have an X-ray?

▪ …

50% fewer 

questions

Feasibility survey

8
Number of Calendar Days, on average, a 

feasibility survey is completed, shortening Site ID 

Timelines



SIP Functionality



What is eConsent?



In Summary

How do we improve 

Awareness and Access

to Trials?

How do we improve Patient 

and Site Experience ?

By addressing these challenges in the industry – what does the 
future of clinical research look like?



Visit us, for more information:
www.TransCelerateBioPharmaInc.com

Watch our “About Us” Video

Sign up for our Newsletter, 
Accelerate to Innovate

@TransCelerate TransCelerate
BioPharma Inc.

THANK YOU

http://www.transceleratebiopharmainc.com/
https://www.youtube.com/watch?v=cn8xZqTq_Ug

