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Disclaimer:

This presentation reflects the views of the authors and should not be
construed to represent FDA's views or policies and/or PhUSE views or policies.




Join the Conversation

* Poll Everywhere: PollEV.com/crystalallard597
* Text CRYSTALALLARDS597 to 22333 once to join
* Download Poll Everywhere App

* We will also ask folks to join conversation via microphone — after we ask a
guestion, we may ask you to identify yourself and clarify your answer




“...change is almost impossible
without industry-wide collaboration,
-~ cooperation, and consensus.”

SIMON MAINWARING



SEND Standards Development Lifecyle

Standard Release
including
datasets

Standard Development
Software Development

Deploy Software
FFU Standard Voluntary Mandated

Software Validated Development Submissions Submissions

Voluntary Submissions
Mandated Submission

FDA support FDA mandate
date determined date determined

POC incl. extensive examples datasets in the during standards development
POC datasets published along with new version of SEND IG

FDA can more confidently state intentions to support a standard

FFU depends on vendor tools

After FFU, FDA can more confidently choose dates for mandating this standard




Study Data Reviewer’s Guide

Study Data Reviewer’s Guide

Contents

- Y U.S. FOOD & DRUG
» Study Data Standards and Dictionary EIVEROry w....cvovrovrerovovr ] ADMINISTRATION

2. Protocol Description

21 Protocol Number and Title
22 Protocol Design
23 Trial Design Datasets

231 TA — Trial Arm:

232 TE - Trial Elements
233 TV — Trial Visits
234

3. TI - Trial Inclusion/Exclusion Criteria
235 TS — Trial Summary.
3. Subject Data Description
31 Overview
12 A - NJ CRFs Provisional Translation (as of July 2015) «
33 SDTM Subject Domains < T 7
331 AE — Adverse Events ST[ Dl D;
32 DS Disposiin TECHNICAL CONFOR Notification No. 0427001

333 EX - Exposure

334 Dataset - Dataset Label April 27,2015

4. Data Conformance Summary.
4.1 Conformance Inputs

To: Prefectural Health Department (Bureau)

42 Issucs Summary
43 Additional Conformance Details

A dix I: Inclusion/Exclusion Criteria

Director of the Advanced Review with Electronic Data Promotion Group,

Appendix [1: Conformance [ssues Details
Pharmaceuticals and Medical Devices Agency

March 2018

Technical Conformance Guide on Electronic Study Data Submissions




“Certain things catch your eye, but pursue
only those that capture your heart.”

NATIVE AMERICAN PROVERB



Are PhUSE Collaborations Shiny?

Shiny? Not Shiny? Too Shiny?

PollEV.com/crystalallard597




What Do You See As a Shiny Object?
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What do you see as barriers to producing shiny
objects as part of the PhUSE Collaboration?

neutrality

PollEV.com/crystalallard597




"Fear kills more dreams than failure ever will.”
SUZY KASSEM




b
The premier community for people working in the biometric area

' @PhUSETwitta f PhUSE W www.phusewiki.org




