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FODA
FDA Disclaimer .

This presentation reflects the views of the author and
should not be construed to represent the views or
policies of the U.S. Food and Drug Administration



The FDA Mission and Our Collaboration

 The Food and Drug Administration is responsible for protecting
the public health by ensuring the safety, efficacy, and security of
human and veterinary drugs, biological products, and medical
devices; and by ensuring the safety of our nation's food supply,
cosmetics, and products that emit radiation.

* FDA is responsible for advancing the public health by helping to
speed innovations that make medical products more effective,
safer, and more affordable and by helping the public get the
accurate, science-based information they need to use medical
products and foods to maintain and improve their health.



Collaboration

Goals: Identifying needs, prioritizing, listening, observing,
assessing and evaluating The Data

System Objectives: Facilitating communication and

understanding within and across groups of participants and
organizations

Purpose: Establishing mechanisms and processes so that
individuals work together to achieve well-defined/ beneficial
deliverables.

Importance — Bringing people and organizations together to
learn and to solve problems and to make a difference.



Some Historical Background

NDA Rewrite (1987)

PDUFA (1992)

Submission Management and Review Tracking (SMART) Program (1994)
FDAMA (1997)

21 CFR Part 11 (1997)

Providing Regulatory Submissions in Electronic Format — NDAs (1998)
Critical Path Initiative (2004)

Critical Path Institute (2005)

Office of Translational Sciences (2006)

Office of Computational Science



DIA/FDA CDER/CBER Computational Science [&2
Annual Meeting (2010 -2011)
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FDA/PHUSE CSS (2012 - 2021)

Computational
Science
Symposium

US 2019

The Computational Science Symposium
ot
S 3 o s
UsS 2018

The Comprtational Science Symposium

Computational
Science Symposium




Two DIA/FDA Computational Science Meetings
“Meetings - 1.0”

e Clinical Data Submission Standards and Tools
e Terminology Standards

e Data Quality Assurance

* Chemistry and Manufacturing

* Post-Market Safety

 Community Repository of Program Code

* NCI CaBIG

* eCRFs

* Non-Clinical Data Submission Standards and Tools
* Janus

* Comparative Effectiveness Research

e HL7Y



FDA/PHUSE CSS
“Meetings - 2.0”

A different kind of conference: A Collaborative Workgroup
Symposium

Organizing Committee: Broadly defined 6 working groups to
continue the work

Much bigger than these workgroups

Looking to start and support collaborative workgroups that will
continue until all of the work is done.

Technical “Stakeholder Workgroups” — but we are asking you to
move beyond “your stake” ... act as knowledgeable professionals
seeking solutions

Work Products, timelines, next steps




FODA
2012 CSS Original Purpose -

The FDA wishes to establish collaborative working
groups to address current challenges related to the
access and review of data to support product
development. These groups will work on possible
solutions and practical implementations with the goal
of helping the broader community align and share
experiences to advance computational science.



Tom Sawyer & The Fence




2012 FDA/PHUSE CSS: Working Group Structure [57

Working Group 1 Volunteers
FDA Co-Leads DA
Industry Co-Leads Industry

Steering Committee Liaison SDOs
Academia

Working

Group Working Group 2 Volunteers
FDA Co-Leads DA

Steering Industry Co-Leads Industry

Steering Committee Liaison SDOs

Committee Academia

Consists Working Group 3 Volunteers
FDA Co-Leads FDA
Of 8' 10 Industry Co-Leads Industry

Steering Committee Liaison SDOs

mem be rs Academia

including Working Group 4 Volunteers
FDA Co-Leads FDA
Industry Co-Leads Industry
one Steering Committee Liaison SDOs

liaison to Academia

Working Group 5 Volunteers
eac h FDA Co-Leads FDA
Industry Co-Leads Industry

Wor k| n g Steering Committee Liaison SDOs

Academia
group
Working Group 6 Volunteers
FDA Co-Leads FDA
Industry Co-Leads Industry

Steering Committee Liaison SDOs
Academia




Pre-2012 FDA/PHUSE CSS: Assighments

The March 2012 Computational Science Meeting is a starting point
— We want to maintain the working groups

Each working group needs to develop a short list of key topics by 7 March
2012 to be shared with meeting attendees to help the attendees select a
working group within which they will participate

Each working group should beginning to plan to identify ways to
communicate and share their work (e.g., white paper, lesson learned, best

practices)

We will be developing a Wiki to serve as a means to share information in a
managed fashion(e.g., who can post information)



2012 CSS: The Six Original Working Groups

Working Group 1: Data Validation and Quality Assessment
Working Group 2: Reducing Risk Within the Inspection Site

Working Group 3: Challenges of Integrating and Converting Data
Across Studies

Working Group 4: Standards Implementation Issues With the Clinical
Data Interchange Standards Consortium Data Models

Working Group 5: Development of Standard Scripts for Analysis and
Programming

Working Group 6: "Non-Clinical Road-Map'" and Impacts on
Implementation



2012 CSS Working Group 4
Standards Implementation Issues with the
CDISC Data Models — Original Members

* FDA * Industry
— Helena Sviglin — Joanna Koft
— John Brega
— Liz Leahy

— Scott Bahlavooni



Developing a Transparent Collaborative Tool
for WGs: The PHUSE Wiki
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Before the 2012 FDA/PHUSE CSS ...
Identifying Issues -- A Sample

2. MOD-020: High Adding "analysis-like" content to SDTM skews the intent of the
tabulation model and presents traceability challenges.

— The addition of “analysis-like” variables to SDTM is resulting in a circular conversion
process. CDMS data converted to SDTM datasets - Create derived analysis datasets using

SAP - derived content from analysis datasets is recycled back into SDTM datasets to make
complete.

3. MOD-030: High The SDTM IG does not adequately describe the Exposure domain.
— EX Assumption 1c provides five different methods for creating/deriving EX.
— SDTM IG examples are insufficient for industry implementation.

4. MOD-040: High CDISC models do not provide a method for adequately describing
the content of supplemental qualifiers or the Findings About (FA) domain.

— “Forward traceability” — CDISC models should enable the documentation of the content of
supplemental qualifiers and FA such that CDER can easily identify key content from those
sources that were used in an analysis.

— If this cannot be done within model, the Data Guide may be a viable alternative.



During the FDA/PHUSE CSS
Working Group 4 Projects / Work Products

 Data Guide

* Information not to include in SDTM for
submissions

e Use Cases

* Challenges Industry Faces with
Implementing Standards



The PHUSE CSS SDRG

The State of Data Reviewer
Guides *

* For this presentation a Reviewer Guide
refers to the document in the m4 or m5
(not m1) in eCTD

Helena Sviglin, MPH
Office of Computational Science, CDER, FDA

March 2016

SDRG (the clinical one)

PhUSE/FDA collaboration started in 2012

FDA folks invested heavily in development by
providing content and leadership

V1.1 released at PhUSE CSS in March 2013

In the Technical Conformance Guide in January
2014

V1.2 released in January 2015
80 FR 43779 Intent to Review in July 2015
We reviewed and considered each one carefully

19




The FDA/PHUSE CSS Collaboration -- Flying
Many, Many Planes While Building Them
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https://www.youtube.com/watch?v=S dgW!I83cTM 20



https://www.youtube.com/watch?v=S_dgWl83cTM




“Socializing” the Deliverables

2.2.1 SDRG for Clinical Data

TECHNICAL CONFORMANCE GUIDE An SDRG for clinical data should be
Technical Specifications Document named CSDRG (the prefix (C’ deSignateS

‘clinical’) and the document should be
named ‘csdrg’ and provided as a PDF file
upon submission (csdrg.pdf).

This Documentis incorporated by reference into the following
Guidance Document(s):

Guidance for Industry Providing Regulatory Submissions in Electronic
Format - Standardized Study Data

e ing this technical specifications document, contact CDER at
ata@fda hhs.gov or CBER at cher-edata@fda.hhs gov

U.S. Department of Health and Human Services 14 . A S pe Cifi C te m p I ate fo r a St u d y D ata

Food and Drug Administration
Center for Drug Evaluation and Research (CDER)

Reviewer’s Guide for clinical studies is not
specified. However, an example can be found at
https://www.phuse.eu/css-deliverables. The
PhUSE nSDRG template has been reviewed by
FDA and published in the Federal Register ...

August 2021

https://www.fda.gov/media/151717/download 22



Do collaborations work to advance regulatory science? L/
(BIMO) Bio-research Data Reviewers Guide

(BIMO) Bio-research Monitoring Data Reviewers Guide

p@e Optimizing the Use

of Data Standards
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The FDA/PHUSE CSS -- 10 Years of Collaboration
Supported by an Independent, Non-Profit,
Global Community of Data & Project Management Professionals

The Global Healthcare Data
Science Community

£} ¢ 7]
P E O) About PHUSE Deliverables
Repository
- - -
&
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Documentation: The PHUSE Archive

(7]
88 WORKING GROUPS EDUCATION 88 COMMUNITY % EVENTS CALENDAR

Home / Communications / PHUSE Archive

PHUSE Archive

All materials from PHUSE Events (e.g. Connect conferences, SDEs) can be found in this section of the website. Using the filters will allow you to narrow down your
search of our vast archive. In the interest of sharing knowledge, this section is open to everyone.

Please note — we are currently working on moving across 15 years-worth of content into the new archive. This transition will be completed shortly and all information
from previous years will be accessible. If you need anything in particular, please contact communications@phuse.global who will be happy to help in the meantime.

Event Type Year Region City

‘ css v‘ ‘ Select v Select v‘ ‘ Enter

Educational Category

‘ Select v‘ Title Company sviglin

Co-Author Key Words

Show/hide columns +

Event v i i [ Co-author v Keywords v
css 2018 us Silver Spring  PP35: What's Rules Got to Do With It? ficieng FDA PP3S; Poster  pos ppas pdf
Sviglin Presentation
. . ; . : Helena
css 2016 us Silver Spring The State of the Data Reviewer's Guide Sviglin FDA
PP17: Beyond Submission: Business s %
css 2015 us Silver Spring Rules in Legacy Data Conversion for LEcn= FDA 2l REIiRosten POS_PP17.pdf
better CTR Integration Sviglin Navarro Presentation
" PP18: Implementing the SDRG: Helena Eileen PP18; Poster o
css 2015 us Silver Spring Reflections from the Reviewer Community Sviglin FDA/CDER/OTS; Navaro B POS_PP18.pdf
- PP13: JANUS CTR Data and Cross Study Helena Iffat PP13; Poster
: g POS PP13.pdf
Css 2013 us Silver Spring Analysis at FDA Sviglin FDA Chowdhury Presentation 0S. 3.pdf
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PHUSE EU/US Connect

susenoid - EU Connect 2021

15th-19th November

OVERVIEW

SPONSORSHIP

REGISTER NOW >>>

KEYNOTE SPEAKERS

CONNECT STREAMS

CALL FOR PAPERS >>>

PRESENTER INFORMATION

HANDS-ON WORKSHOPS

EXERCISE CHALLENGE

The Clinical Data
Science Conference

PHUSE EU Connect 2021

Overview

By joining the EU Connect, you are far more than an attendee: you are an integral cog in the PHUSE

Community, driving forward innovation and developing the future of life sciences.

The Connect creates a space for global professionals from across the industry to unite, explore and train
through its trademark inspirational content and networking opportunities.

As a transition back to physical events, the EU Connect will be a hybrid event, with Monday and Tuesday
taking place in person in London, UK (limited capacity) and Thursday and Friday remaining virtual.

To enhance the audience experience, a selection of speakers will join PHUSE in London to present in person
to both the live audience and virtual attendees as part of the daily broadcast. All sessions will also be available
to watch on-demand on the PHUSE Engagement Hub.

If you wish to attend in person, you are required to purchase an upgraded Hybrid ticket, see the registration

page for more information. PHUSE have reserved a hotel for attendees, further details will be issued shortly.

For information about the available sponsorship opportunities, contact events@phuse.global.

7\
phuse-connect
\/ inect-shy

13-16 February

Atlanta Marriott Marquis

OVERVIEW

SPONSORSHIP

REGISTER NOW >>>

KEYNOTE SPEAKERS

CONNECT STREAMS

CALL FOR PAPERS >>>

CONNECT HOTEL

PHUSE/FDA INNOVATION
CHALLENGE

The Clinical Data
Science Conferen

PHUSE US Connect 2022
I

Overview

The long-awaited return of in-person PHUSE events is fast approaching.

The importance of face-to-face networking is undeniable — you connect on a higher level and facilitate
meaningful relationships. In-person events allow you to immerse yourself for a few days in all aspects of the
event experience, the content on offer, socialising and even sightseeing. Join us in Atlanta at the US Connect
2022, 13-16 February to do just that

PHUSE'’s agile approach meant we could digitally transform our events and make a successful transition to
the virtual world. Continuing to be flexible is the key to moving forward. Our in-person event experience has
been re-designed from top to bottom and is more creative and adaptable than ever.

Create opportunities, expand your circles, reinvigorate your passions, and surround yourself with experts.
Connect events are a hub for fuelling innovation and this four-day experience will fundamentally shift the way
you increase your knowledge:



Organizational Collaboration

@ cDisc

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES

a nnge

PUBLICATIONS | EDUCATION | EVENTS

BERSHIP

CDISC and PhUSE Announce Signed s=@ News Archive

Partnership in Support of Ongoing Collaboration 2015 3)

2014 (14)

February 19, 2015 2013 (12)

2012 (13)

2011 (12)

o /'j 2010 (11)

CDISC (Phuse

CDISC Contact PhUSE Contact

Andrea Vadakin Sascha Ahrweiler Follow CDISC Today

+1.316.558.0160 +49.179.4613496 ﬁ ﬁ @ You
avadakin@cdisc.org sascha.ahrweiler@phuse.eu

Austin, TX - 19 February 2015 - The Clinical Data Interchange Standards Consortium (CDISC), and the
Pharmaceutical Users Software Exchange (PhUSE) announced today the signing of a Memorandum of
Understanding (MOU), strengthening the partnership for the benefit of stakeholders conducting
regulated clinical research and product development.

The CDISC-PhUSE MOU furthers the mission of each organization collectively with (1) CDISC focusing on
development of global, platform-independent data standards; and (2) PhUSE focusing on the
implementation and use of CDISC standards. The wo organizations will combine efforts and seek to
collaborate on key initiatives such as the PhUSE Computational Science Symposium (CSS) Working Group
projects, many of which already directly involve the testing and implementation of CDISC standards. The
Working Groups are a collaborative effort between PhUSE, the FDA, industry and the CDISC community.
In addition to these projects, CDISC and PhUSE will cooperate on joint marketing and communications

activities, particularly a

ound CDISC Interchanges and PhUSE annual events.
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FDA/PHUSE Regulatory Science Collaboration:
Making A Difference

The Analysis Data Reviewer’s Guide (ADRG)

Presented on behalf of PhUSE Working Group 4:
Ben Vali (FDA), Mina Hohlen (FDA), Steve Wilson (FDA)
Susan Kenny (Amgen), Gail Stoner (J&J), Linda Collins (PharmaStat), Chris Price (Roche), Jennifer Montello (J&J), Nancy Friedland (IBM) and Team

+“» To complement the Submission Data Reviewer’s
Guide (SDRG), the PhUSE Working Group 4

Study ADRG-1234 Analysis Data Reviewer's Guide developed an Ana |ysis Data Reviewerls Guide Study ADRG-1234 Analysis Data Reviewer's Guide
(ADRG) Template to provide information Analysis Data Reviewer's Guide
) ) pertaining to the analysis datasets that
Analysis Data Reviewer’s 2 . 5
Guide supplements the information found in the
define.xml. This reviewer’s guide would be
cme Drug, Inc . . .
o included in Module 5 of the eCTD with the

study’s analysis datasets.

+“» This poster presents the ADRG Template with
description of the type of information (in blue)
that would be provided in each section. Text in
black is required.

“» The ADRG is nearing completion and the
Working Group is in the process of gathering
comments from industry reviewers.

https://phuse.s3.eu-central-1.amazonaws.com/Archive/2014/CSS/US/Silver%20Spring/POS_PP11.pdf
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Susan Kenny

One of Us ... 1957 - 2021

“Susan had a
long career as
a statistician
and worked to
pave the way
for safer
treatments and
medications in
the United
States.”

https://www.legacy.com/us/obituaries/newsobs
erver/name/susan-kenny-
obituary?pid=199387312

FUNERAL HOME

City of Oaks Cremation
4900 Green Road
Raleigh, NC

usan Kenny
S July 19, 1957 - July 2, 2021
Durham, North Carolina - Susan Kenny, age 63
passed peacefully on July 2, 2021 from cancer.
Susan (Sue) spent her final years travelling and
spending precious time with her husband Kevin
and the friends and family that she held dear.
Susan was born on July 19th, 1957 in Wichita,
Kansas to Wey Dennis Kenny and Agnes Lievens
Kenny. Susan grew up alongside her four sisters:
Kathy Arenz (Milwaukee, WI), Mary Adair (Kansas
City, MO), Pat Kenny (deceased), and Joan Kenny
(Lawrence, KS). Susan had an early passion for
academics; earning a high school diploma from
Kapaun Mt. Carmel Catholic High School, an
undergraduate degree from Kansas State, a
masters of ecology from the University of Illinois,
and a PhD in statistics from the University of

Oklahoma. Susan had a long career as a statistician
and worked to pave the way for safer treatments
and medications in the United States.




So ... Who's In for the 2021 CSS? | Tom Sawyer says, “THANK YOU

Continue to be You ... to

Collaborate, to Think, to Do ... FOR ALL OF OF THESE YEARS OF
to Make a Difference! WHITE PAINT AND SWEAT!!!”
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