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J Business Case for E-Signatures

Q CTMS s first and foremost a management and
tracking tool

0 Identify data and processes with regulatory
Impact

Q Is CTMS the “System of Record” ?
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J The Moment of Truth

Q Select business process

Q Trip Reports
Q Decision Points (e.g. Remove Subject)

Q Site Communication Package

Q Select an approach

Q Typewriter Rule vs.
Electronic Record / Electronic Signature
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J Scenario for E-Signatures

Q Trip Report Approval Workflow:
Q CRA to sign on submitting

Q Study Manager to sign on approval
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J Authentication

Q Components of e-signature per 21 CFR Part 11
Q Authenticate user

a Siebel authentication context
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_) Audit Trail

d What data is audit trailed

Q Components of audit trail per 21 CFR Part 11

10 5.1.2 Clinical Study Agreement between Principal Investigator)Site/ Institution

11 5.2 Sponsor Documents

1z 5.2.1 IRE approved Protocal and Amendments, (Comment on Yersion dake and IRE approval date)
> 13 5.2.2 Investigator's Brochure (IE) and Amendrments, {Comment on version and issue date of brochur
4

Menu « Query

Employee Login  Operation 0Old Yalue Mew ¥alue Date
> 5M Mo Yes 71912009 06:52:06 PM

aM Modify Mo 71902009 06;51:52 PM

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: DBMS Consulting 12



OCUG 2009 New Orleans: Methods for Deploying eSignatures in CTMS October 2009

J Signhature Log

Q Record all signature events, name, date, values

O Audit Trail for signature data (metadata)

Attendees: Plaktin [ Trip Report Skatus: &

Site # - PI Mame: Sited 3-flex Plakkin

Mare Info | Ackivities | Dewiations | Communications | Ackivity Plans | aktachments | Calendar | Cc
Trip Report | eSign Log | Current Trip Follow-Up Ikems | &l Follow-Up Items

Menu - Query
Employee Login Operation

> CRA Flodify Submitked SM Approved 5/20/2009 07:42:04 AM

CRA Modify u]
DEYUSERZ Modify Completed For St Submitked SM 51182009 07:28:37 AM
DEYUSERZ flodify Completed For PR Submitted PR 5/18/2009 07:23:30 aM
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J Part II: Supply Management
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J Supply Management Scenarios

Q Business processes incorporated into CTMS

Q [P distribution and tracking

d Managing product availability (warehouse inventory)
O Managing site inventory

a IVRS/IWRS interface
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J Serialized Asset Model

Q Use Product—Asset hierarchy already in Siebel
Q Kit-level control at depot and site
Q Evaluate ROI (Return on Investment)

O Next steps (progress towards tracking solution?)
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J Serialized Asset Model

October 2009

Q Leverage Product>Asset Hierarchy

it Home | [Az] Contacts ||~ | Accounts E Calendar | Activities

Products | Wo

Menu + [ew ey Capture Hierarchey

Name Part & Type Description

> Botkles Bottle Produck
J-.q Home ,_x,_5| Contacts | [ Accounts E Calenda “ctivities Iu_E Investigators | [ Assets Administration - Proc
List | Char_ " -sets - HelpDesk | &ssets Explorer | Assets Explorer Across Organizations

Menu Mew  Delete  Query

Asset # Serial # Type aduct Batch Mumber Expiry Date
> 1-927514 | [

1-576947 #123 Product W Boktles

1-588570 1-558570 Product ' Boktles 8/21)2015

1-5358702 1-585702 Product ' Boktes a/171z010
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J Transaction Records

Imventory Transactions:

4 4

J"' Home | |iz| Contacts Accounts | =] Calendar | Activities Investigators | [ Assets | & Administration - Product | Supplies Management

Inventory Locations | Inventory Transactions

Transaction # Source Location Destination Location Transaction Date Type Product Oty Expiry Date Batch Mumber
1-6351585
1-635191 Location External Location 21312009 11:51:358 + De-Allocate B B 10 212712009 44
1-638197 Inwentory External Location 21312009 11;53:04 + De-Allocate B B 10 2l2rizn0g 44
1-336193 External Location Irventory 11812009 05;17;57 | Receive Other Bottles Bottles an
> 1-5858552 External Location Location 1/29/2009 01:15:47 Ship Internal Bottles Bottles 1
1-588565 Location Location 1/29/2009 01:16:56 Ship Internal Bottles Biottles 1
1-585554 External Lacation Lacation 1/29/2009 01:19:05 Ship Inkernal Bottles Biottles 1
4
Mernu + Mew ety
Inventory Transaction Source & Destination Picked And Shipped By
Tvpe!™ Ship Internal - Organization: Defaulk Organization (=4 Source Location:™ External Location [ Marme:
Produck:® Bottles [ Part #: Bottles Source Awailabiliby:® Cn Hand - Drake: =
Qb ™ 1 = Serialized: [ Source Status: ™ Good -
Cormmit: [# Transaction DatefTime: 1/2902009 01:15:47 Destination Location:®  Location | Inspected By
Comments: =l Destination Avwvailability:® On Hand - Mame:
= Miesckinakinn Skabis * Gand - liake: =
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J Transaction Detail

October 2009

Menu - Mew

Inventory Transaction
Type:™ Ship Inkernal
Product:™ Bottles
Qb ™ 1
Comrnit: [

Comments:

Reference

Crder 10

Asset

Menu * Query

Asset & Serial #
> 1-588570 1-553570

Cuery

- Organizakion: Defaulk Organization
[ Part #: Borttles

El Serialized: [

Transaction Date)Time: 1/29/2009 01:19:05 &

Repair ID:

Ackivity ID:

Asset Description
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Source & Destination

Source Location:™® External Location

Source Status:® Good

Destination Locakion:™  Locakion

Destination Awailability:® <n Hand

Destination Skatus:™ Good

Transaction #: 1-553554

Cycle Count ID:
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J Batch Accounting

Q No serializing: keep track of batch -> product
Q Manage available inventory for each protocol

Q Replenish, ship, and re-allocate transactions

Ship to site

Bottles Bottles Brochures Brochures Replenish. pour intO bUCket
PROO1 PR0OO2 PROO1 PR0OO2

Batch expiry: spill bucket
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J Managing Inventory at Site

Q Example: When to deliver CRFs to sites, and how
much

Q Objective: send small amount each time, in
keeping with newly enrolled subjects
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J Depletion and Replenishment

Q Also: model ancillary products consumption

Formula:

Inventory (N+1) =
Inventory(N) +
Supply(N) -
SubjectsActive(N) x PerSubjectRate

Replenish at pre-defined amount
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J Case Study

Q Batch Accounting Scenario

Q Shipment Authorization to trigger shipment by
third party

Q Shipment Authorization to trigger update of
inventory per protocol

Q E-Signature for the Shipment Authorization

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: DBMS Consulting 23



OCUG 2009 New Orleans: Methods for Deploying eSignatures in CTMS October 2009

J Shipment Authorization Record

Menu + Mew  Delete  Query

Form ID Form Date Site ID Protocol First MName Status

> 1-SKGR 6242009 05:36:44 161- Paulina P PROE-1 Paulina

Q System record to issue report (authorization)
QO Note the “Approved” status

Q Subtract shipped amount from relevant Protocol-
Product-Batch combo bucket

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: DBMS Consulting

24



OCUG 2009 New Orleans: Methods for Deploying eSignatures in CTMS October 2009

J Shipment Authorization Record

To: Associated Shippers of Mississauga
Attn: KEMAL ILGAZ

Ship the below products to: Contact:

Maria de Fatima Hospital Joagquim Furtado

22225 Dundas St. West (416) 555 0977

Toronto, M3M3M5S ON, Canada ifurtado@mdfh.on.ca

Product Batch Quantity Unit Kit # Rcp Ack
Cotton Balls MCBO1 2 Kit 1801, 1802 0
Momyx Moisturizer MCMM33 | 6 Box 0
Momyx Formula Box MMFB21 | 4 Kit 2104, 2105, |
2106, 2107

Cat-AADD Brochure AADD1 24 Brochure 0

ELECTRONICALLY SIGNED BY:
Beatrix Knopf, Director of Clinical Supplies, 15/SEP/2008  15:08:23 EDT

UserID: ROP RowlID: F-4476229 Timestamp: 15/SEP/2008 19:08:23 GMT
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J Question and Answers

= Alex Platkin

aplatkin@clinicalserver.com
+1-416-225-8115

= Jason Essig

jessig@clinicalserver.com
+1-917-846-7683
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