Collaborative Cllnlc.:al Trial
Manage\rjfent Ttl?ﬁﬁugh

CFOS,SfF]d‘HCtIOna| Tralnlng
> /

- Hal*étrc')ng, PRA International

Ruth Ann Nylen, Ph.D., The RAN
Institute



Agenda

» Objectives

» Introduction

» Presentations
-~ O Protoc E .




Objectives

» Define Cross-Functional Trammg
» Define Advantages of Cross-|

o

Training ,_ e
> Provide three €




o LA == R b

What 1s Cross-Functional
Training?

» Training employees to perform a W|der .
variety of tasks in order to gain flexibility
work scheduling and impr¢
coordination __,,./
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Why do we do i1t?

» Speed i
> Complexity sile

éLTeams: Working
Strangers, Jossey-
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When should we do 1t?

» Three recommendations:

A Study Start Up o
— Protocol Review Using Cros:

AStudy Conduct
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Protocol Review Using Cross-
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Objectives

» ldentify key elements of a protocol i
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> Determine key elemer
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Objectives

» Review the statistical plan of the protoc ¢
to determine how the clinical trial w
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Study Start Up

» Review the protocol
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> Review t er key
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Protocol Elements

» Key protocol elements include:
AN Phase of Clinical Trial_r_,, |

Olnvestigational Product
A Study Objectiv "
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Phases of Clinical Trials

» Phase |
» Phase Il
>Phaseﬂ| I
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Study Specifics

» Investigational Product
A Name of the Study DI‘L]Il_g
ACIassmcatlon of study

A Client may hav
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Study Specifics

» Study Population

A Number of patients to be enrc f
& Description of pe sulat
AAduls >



Study Specifics

» Study Design
ABlinding or Masking

A Treatment Sequen es ' ~
AControls '




Study Specifics

» Study Duration
Alength of study
ATimelines




Study Specifics

» Study Objectives
OWhat is the clinical trial tr ;3 -

OExample: If giving the anti-
the flu ol -
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» Statistical Plan
ODiscusses the statistical me the

ADetermlneS the level o
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Protocol Review Tools

» Get a highlighter and start to capture key.
Information within the protc

»Compare key mform ior N
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Protocol Review Exercise

» Protocol » Investigational
Name/Number Produc

> Phase QD
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Protocol Review Exercise — Follow
Up Discussion

»What concerns did you not conS|der for
this study? -

»How do these new concer
funct| rour |




Cross-Functional Training an o <
Study Conduction
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Who Should be Trained on Study
Conduction Issues?

Categorize training by job function related [0
the activity: .. 7 s
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Who Should Do the Training?

> Trainers with subject matter
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What Should be Included in the Cross-

Functional Training on Study Conduction?

» Subject Enrollment s
» Informed Consent s
» Essential Documents >/

> Monitoring
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Sample Training Level Matrix
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Clin Stat Project Pharm Reg .y .
Res CDM Mgmt Supp Affairs ‘—Safe{y gyl
Subject Enrollment I-D J-D ) JD 0 ’
i
Informed Consent I-D o -+
Essential Documents n/’ ;

Aonito 4




] =4 S

o

When Should Cross-Functional Training on
Study Conduction Occur?

» Early enough to enable the
learn, assimilate, and op

knowled nf skills in

ac

inee

ot able
the job.
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Where Should Cross-Functional Training
on Study Conduction Occur?
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» As close as pOSSIbl
settlng '

‘.,. - -
i o
r s L




Nl & ___J -\""i’,.."'f-’){ 1

/4

Why Should Cross-Functional Tralnlng on
Study Conduction Be Done? —
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» Team function

» Clinical developmer tie
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Recommendations on How to Do Cross-
Functional Training

&
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> Identify functions/persons needing training.

» Evaluate the job-requireme | ing

part|C|pants e /

»> Define t rainin

D-requirements.
e, rather than just-
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» Upon successful completion of this ses_slon all
participants will be able (O "

A Define Data Integratlo
Integratlon —

AOlist the




What is
Data
Integration?
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Data Integration

» Data Integration is the process of bringing
databases together so that ¢ mean ngful
analysis of data acrc
trials may be conduct
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Data Integration
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> The ISS, or Integrated Summary of Safety s aprod UG
of an Integrated Safety Database =~ L :
What is > The ISE, or Integrated Sum '_.f-'
Data product of an Inte =ffic

Integration? o




Data Integration

» Data Integration is a Simple Activity that

Whatell Does Not Take a Lot of Planning and Time
Common : ) M e ‘/ .
Misconceptions | » Data Integration Takes -ffol pr
About Data the Information | S S a
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Data Integration

Data
Integration
Realities
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> Itis a Tremendous Undertaking P

> Never Wait Unt|I all Studl :
to Start De3| ning
Datab_ase.

=
and
Cad

>




Data Integration
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> Integration is not just a programming task & 2 4
»> Itis imperative that the meaning of the data is "

A Holistic understood and preserved throughout the

Approach > A high level of expertise in
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Data Integration

_ Al database.
i

_ A Typical Integration Team
Eip[)elngéi’d Team Responsibility e |
Member _ L
Team —
ASsSUres Data Manager As;sure:s.t SITr . ;fr,ﬂ'
That All el
Aspects of =~
the .= Ires
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ght to the execution of the
and assures that accuracy and
preserved in the global database.
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Data Integration

A Typical Integration Team
A Diverse, Team Member | Responsibility .
Experienced Coder Applies a single coding dictionary |
Team Adverse Even d Medicatio /
Assures ASSUIS “ |
That Al = o
Aspects of
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Data Integration Process

Understand the Trial(s) at Ground Level

Define Database Structures |
Data Dictionaries
Cons Ste anc /
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Data Integration

The Objective: Ensure a ngh -- el
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The
Process

Understand
the Trlal at
{h ~

-..-"'"

Pl

Data Integration N -

Tasks for Each Study

> Review Doc Nte
A .- a “': e

ompl'eted'

=dit
cations
v Analysis Plans



Data Integration
: =&
The » Define Database Structures y
A In the Prospective Approach, design databa
Process which capture the data in a r
easily integrat ul
Define g
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Data Integration '

The
Process

Define
Database

> Define Database Structures

A Provide a simple, clear method ta
specifications o
A The variable n

codes (user-de:
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Data Integration
Study 1234 — Demographics Dataset Variableé;-: =2
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Variable Label Type Codes ‘Comment >
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PATID Unique Patient Char
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dob, randdate) -
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Data Integration

» Data Dictionaries
A Guide the Databasg evelopn
A Document Differences
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Data Integration

The » Determine Edit Specifications
O Agree on Minimum Types of Checks

O Rules for Creation of Deriveo
for Checks |

> Approve ! n/"
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Data Integration

The »ldentify Special Data Sour
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Data Integration .

Tasks:

> Determine Contents of Global
The Process Database

—Relevant Dem '
Determining Surface) /
the Structure >Overe '
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Data Integration

The Process

Determining
the Structure
of the Global
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> Define Structure and Format

D May choose to map to the best eX|s g
structure, especially if g ) s
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Data Integration

The Process

> Adverse Event Coding ”

ASuggest Terms that may Need Re-
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Data Integration

The Process
» Output o
Using and AF’repare_A /
Validating - OProvide De
the S
4 _'."';_ tabas

=

2 - abase
gration of large
omparing subsets of the

tput to tables from existing
2 individual study

‘:-. i r——
ail

-



Data Integration

Best QC for Data Integration

QC

Process ‘ .

V ISS Summary

Documents

SAS Program
For Summary

Subset Summary
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Subset by
Protocol

Existing Study
Report Summary

Separate
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Data Integration

Critical » Summary
Success AN Start as Early as Possible
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