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> Introduce Prelude Computer Solutions, Inc.

» Get FDA feedback on Prelude’s
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Prelude Computer
Solutions, Inc.

> Specializing in regulated solutions for the
pharmaceutical and life sciences.

> Full service integrator
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The Business Challenge

> Results of a Business Analysis for large
OTC Consumer Health organization

> Build an affordable, turn-key system for
Electronic Submissions based on indust
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Target Market

> Who our product appeals to:

» Companies without large staffs
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Prelude Design
Reqguirements

> System must meet requirements of FDA
Part 11

> System must produce .pdf files formatted
and organized as per FDA:




Prelude Design
Requirements

> Out-of-the-box, lower cost solution for
electronic submissions

» Software had to be
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Prelude Design
Requirements

> IBM/Lotus Domino.Doc document
management

> Global, multi language support
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Prelude Design
Requirements

> Audit Trails & Version Control
> Computer Generated
» Time and Date Stamped
» Operator Identified
>
>

> Enf




Prelude Design
Requirements

> Integrated

> Word templates must work with the publishing
system to create TOC’s
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Prelude Design
Reqguirements

> Documents must be automatically extracted
from EDMS into file system to create an

NDA

» Extraction program needs to create the
dir '
ha
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Prelude Design
Requirements

> Extraction program able to be used as a
Project Management tool to determine the
status of a submission.
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Prelude Business Goals

> Provide a solution that can be used by a broader
group of companies

> Provide faster turnaround and easier
implementation

> Reduce manual errors and enforce compliance b




Process of Testing

> Using our Requirements Based on Part 11 and
Guidance Documents

» Evaluated Domino.Doc and EZsubs Team

» Tested Domino.Doc for Part 11 suitability
N .
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Our Testing Results

> Documented our testing

> Created list of enhancements to
Domino.Doc

» Created specs for Domino.Doc/EZsubs
int




DocuKnowledge Suite




DocuKnowledge Suite

> Consulting and Integration Services
» DocuPartner

» Document Management Products
» DocuLibrary, DocuSub, DoculLabel, DocuSOP,
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DocuKnowledge Suite

DocuLibrary- Document Management Architecture

DocuSub I Doculabel I DocuPromo I Doculab

\ J
( )

DocuTemplates
i Create/Edit ICheck In/OutI Version I Audit Trail

DocuLibrary/Domino.Doc



DocuSub Package
for Electronic Submissions

>
DDManager

IBM/Lotus

Document



DocuSub Package
for Electronic Submissions

> Completely integrated system for Electronic
Submissions including:
» Document Management
> Publishing
> 1
>
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DocuSub Package
for Electronic Submissions

> Document Management
> DocuLibrary- Domino.Doc
> Part 11 Extensions

> Specialized Templates for
> DocuTemplates -Document Management

> DD
>
>
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DocuSub Package
for Electronic Submissions

> Publishing
> DocuPub- EZsubs Team

> Specialized Templates
> NDA Template
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DocuTemplate Components
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DocuTemplates

> Additional Templates for Domino.Doc
> Label Tracking and Approval Templates
> Promotional Material Approval Templates
» Lab Notebook Templates




Advantages to Domino.Doc

> Web Enabled
> Ease of use, training, IT support
> Web-Enabled Review*™
» Web-Enabled Approval*
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Advantages to Domino.Doc

> Easily Configured

> Departmental Administration

> Leverage and train existing staff instead of hiring more
people

> Attri
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Advantages to Domino.Doc

> Personal Workspace/Home Page Contains

» Checked Out Documents
> Editors can see what they have checked out

» Recently Edited

>
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DDManager Functions

> DDManager 1s the interface between Domino.Doc
and Publishing

» Provides extraction of all content from
Domino.Doc repository to the Publishing Server
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DDManager- Extraction
Features

> Extracts all or selected documents for publishing

> Creates the File structure required by FDA for
submission media
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DDManager- Extraction
Features

> Audit Log- event activities and exceptions

> Session ID, Task, User, Date, Time Stamp, successful
completion

» Document Log- view log of documents extracted
> Sub




DDManager- Project
Management Features

> Status Reports

> List of documents for the complete
submission or sections of a submission with;:
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DocuPub- Publishing

» CDC Solutions- EZsubs Team
> Team uses Publishing Profiles for adjusting content

> Initial publishing Profile organization 1s created and
maintained by DDManager according to FDA
Gui idels

> EZS
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Publishingusing -~———————-
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Adjust content order and
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Table of Contents
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Validation
Products & Services

> DocuTest
> Boiler Plate Model Kits for applications that include

> Functional Requirements

> System Design Spec




DocuKnowledge Suite

> Part 11 Compliant

> Web Enabled

> Backed By Industry Leaders
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Demonstration




Part 11 Results




Part 11 Results

11.10 (b)

The ability to generate accurate and complete copies of
records in both human readable and electronic form suitable

for inspection review and copying by the agency.
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Part 11 Results

11.10 (¢)

Protection of records to enable their accurate and ready
retrieval throughout the records retention period.
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Part 11 Results

11.10 (d)

Limiting systems access to authorized individuals.
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Part 11 Results

11.10 (e)

Use of secure, computer-generated, time-stamped audit

trails to independently record the date and time of operator
entries and actions that create, modify, or delete electronic
recor '
recor
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Part 11 Results

11.10 (f)

Use of operational system checks to enforce permitted
sequencing of steps and events, as appropriate.
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Part 11 Results

11.10 (g)

Use of authority checks to ensure that only authorized
individuals can use the system, electronically sign a record,
access the operation of computer system input or output
devic '
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Part 11 Results

11.10 (i)

Determination that the persons who develop, maintain, or
use electronic record/signature systems have the education,
training, and experience to perform their assigned tasks.
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Part 11 Results

11.10 (1) continued-

Prelude also requires all consultants to read the Part 11 and
Guidance for Industry documents and complete review




Part 11 Results

11.10 ()

The establishment of, and adherence to written policies that
hold individuals accountable and responsible for actions
initialed under their electronic signatures, in order to deter




Part 11 Results

11.10 (k 1)

Adequate controls over the distribution of, access to, and
use of documentation for system operation and
maintenance.
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Part 11 Results

11.10 (k 2)

Revision and change control procedures to maintain an
audit trail that documents time-sequenced development and
modification of systems documentation.
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Part 11 Results

11.50

Signature Manifestations & Sub Part C- Electronic
Signatures
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Appendix A




Validation Approach

» Validation of Standard Product — Prelude
Software Development

> Va




Prelude SDLC

> System Development Methodology
> Phased approach
» Well-defined roles and responsibilities
>
>
>




Prelude SDLC

Analysis
Design

Development - Unit
Testing



Gap Analysis Results

> Domino.Doc Customization
> Met most requirements
> Required customizations in the areas of deletion control
and authentication enhancements

» CDC EZSubs Team Customization




DocuSub Product

> Requirements:
»> FDA Guidance for Industry
> 21 CFR Part 11
> Design & Development:
» Domino.Doc was customized by utilizing Lotus Best




Validation of Customer
Solution

RS < Performance
Fynctional Specs, Qualification
Design Specs. Installation
Detailed D Qualificgtion/
i Operational
esign Specs.

Qualification

Design  \«—/ system Testin
Qualification

System Construction




OTC Consumer Health

> Prelude validation team working with OTC
QA
> Followed OTC Quality policies and
sta 1dati
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OTC Validation
Deliverables

User Requirements Specification
Functional Specification
Functional Risk Assessment
Validation Protocol (Plan)

Desi ' '
Desi
Desi
Test
Trac




OTC Validation
Deliverables

Test Script for Domino.Doc Server Installation
Qualification (IQ)

Test Script for Document Management Client Installation
Qualification (IQ)

Test Script for Document Management Operational
Qual

Test
Qual

Test
Qual
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OTC Validation
Deliverables

Test Script for Publishing Client Installation Qualification
Q)

Test Script for DDManager Installation Qualification (IQ)
Test Script for DDManager Operational Qualification (OQ)
Test Script for DDManager Performance Qualification (PQ)
Test
(0Q
Test
(PQ)
Vali




