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iiiie AIT Bioscience “Greenfield” Objectives

Key goals:

 Paperless, completely electronic data- no
conventional forms or lab notebooks

e Catching errors in real time

e Quality audits by exception

o Sample preparation by robotics

e LIMS providing instrument control and data
acquisition

o Automated document generation
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e Our early perceptions about ELN’s:

— Marketed to share research data across
departments

— Not well organized for regulated bioanalytical
CRO environment (but probably could be
customized)

— Some products were GMP-focused (and
successful)

— Evaluation began in April 2009
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B S

e 2 products evaluated starting June 2009

* Internal development prototype- August-Nov
* |IDBS evaluation- Nov-Dec

e Purchase commitment- Dec

* Interviews on user requirements- Jan 2010
QA vendor audit- Feb

Final user requirements- March

Templates, hierarchy, procedures: 1Q/0OQ/PQ
underway
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Connecting to how we work

e Unstructured like a paper lab notebook, but
also searchable, like a web search

e Structureo

method management system

with contro
e Hierarchic

led forms
al organization similar to

Windows Explorer and prior legacy systems
« Validated templates for repetitive tasks

— Business,

scientific rules enforced

— Error prevention during the lab activity
— Audit by exception
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~ Adapting to the software

 Entities in IDBS E-Workbook:

— Templates
* Master templates
o Customized templates
— Experiments (based on templates or free-form)
— Groups, folders (to organize content, apply rules)
e Sponsors
* Molecules
e Studies
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¥ersion Number:

a ({v3) sSpreadsheet: Shipment Receipt @ E% =
a Shipping Information
Entry
Shipment ID

et

+-% (w1} Placeholder: Shiprent MNotification @* Z, 4n
et

+-4+ {v1) Placeholder: 4ir Gil @* Z, 4n
4ot

+-% (w2} Placeholder: Email Confirmation of Delivery @* Z, 4n



Completing an Experiment Based

on Templates

¥ Spreadsheet (ARS-23May2010-36) - READONLY M=

File Edit “iew Inser¥ Format Tools Experiment  Help
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. .
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Shipping Information table., chi e Mame Midstates Phase I CRLU
= 2207 Skate 5k, Union City, MI 48824
2. Close out of the spreadsheet and : i Lot Jarnes Troost
attach the following to the ) 543-253-1245
Eworkhook experiment; : i jtroost@midstates. com
&) Shipping notification farm i} ! : 23-May-2010
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3. Version Save the Experiment FEEIIE
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Digital signatures on sections of

AIT Bioscience :
experiment

| ' Home Page | ) ABS-Z3May2010-36 ]
Title: ABS-23May2010-36 Yersion Type: YERSION
¥ersion Mumber: 3
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Digitally signed by Ron Shoup
Feason: Scientifc Rewview
Crabe: May 23, 2010 #2325 AM

ED (¥2) Placeholder: Shipment Motification @. g =
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Feason: Attest as Exact Copy
Crabe: May 23, 2010 81 26:01 AP

[+ (¥1) Placeholder: Ermail Canfirmation of Delivery @- 1‘% =

File: Email Confirmation of Delivery




Instructions

pick list,
WiEnter an "Expiration Date"

4. Check the Status table /s Form
complete? & "Passed All Field Checks?"
fields to see if the mandatory fields are
completed and field validation checks have
been passed

ajRed indicates missing data orvalidation
errors. Green indicates all fields are
completed.

Enter an user enterd issues in the comment
field

ciReview any issues on the lssue Tracking
table and enter comments as appropriate.

s wvalid Stock Salution Prep 1Dwill anly be
generated if all Mandatory Fields hawe heen
completed, all field checks have passed orthe
user has entered comments to address these
issues.

5. Enter a label value into the Label Generator
table.

6. Enter the Procedure steps into the
Procedure table, as required.

7. Rename the Experiment

a) Copythe Stock Solution prep 1D {in the
Status Table) by right-clicking aver the field and
selecting Copy

by Close the spreadsheet.
[T = =R 1) o, [ e L e Pt 1T roanenntine

W

Normal | Edit | HTML|

S-Oct-2009

mg

Balance Check Hyperlink

Diluent Prep R

S-Ock-2009

Label Fields

Status

Stock Solution Prep
D

ELN Workflow [~
for stock
solution

ement Entr

JiC project

Reagent:

10/5{2009

bioanalysis_reagent




Reference std receipt

Stock solutions
Mixed spiking solutions

Reagents

pH, weighing operations

Validation ensemble: stability, matrix
factor, specificity, recovery

Equipment receipt, qualification,
maintenance, repair, retirement

Study summary
Sample preparation

Instrumental analysis (system
suitability check)

Scientific review (carryover, blanks)

Pl run review

Matrix receipt, pooling

Making calibration stds, QC’s

Shipment receipt

Sample accessioning, discrepancy
resolution

Sample disposal

Issue log
QA audit reports

QA master schedule

Extensive bar-coding all items




RS\ SRSl I Building Trusted Templates

- B

= jgg Comman Reagents Lifecycle management controlled by
Er! Approved Reagent Templake Falder .
-] water-acn, 90-10 hierarc hy
- -[E2] water-ACH, 90-10 : . g
5[ Executed Common Reagent Experiments *Primary templates build specific draft
[ Water-ACH, 90-10
EIE' Equipment Folder tem plates
D'S? Testing phase (PQ) according to test
= I Témplate LiF;an:a-'n:Ie Mode plan
= : 1. Template - Primary _
.. Comman Reagent_‘-.-'n:ulltlmn_a dilutions .PQ data Stored as electronlc
-- Commaon Reagent_weighing . .
-- Primary Template Walidation Template eXpeI’I ment (eaCh test p0| nt can be
B"_ e saved as a version in the history)
R e QA review, management approve
=) 3. Template - Testing (PQ) L '
g 10 mM Arrmoniorn Acetake the PQ expe”ment
= 4. PQ Package Fie «Template moved to Approved

- Water-ACN, 90-10

[ Water-ACN, 90-10 . Template folder for use




Regulated Study Layout In E-

w WorkBook
e s s el "EYRIEBNCaN San Y

EIE:I Client Study Data Mode
&[] o010

=0 0H Sponsor node > Sponsor-
-4 0015 Correspondence . e . . .
- 0015 50P' specific entities and studies
=- E:I IIIIIIIE Stuu:l*;.-' Grganlzer
- E:I .ﬁ.pprnved BAM For Use StUdy nOde > StUdy-
423 Final Reports .. . . . .
-2 QA Report Folder specific entities, including

[:3 19 May QA Audit Report For 0015-09333

[:3 20 May Q& sudit Report For 0015-03933 d ata
[:;', 4 Audit Report 1 For study 0015-09333

=[] Run Organizer

4= Only approved templates
- Run 003 allowed

&[] Run 004

&[] Run 005
----- E:I Sample Receipt and Disposition
{5y Study Specific Correspondence
{2y Watson Working Folder
o[ 0015-09777
o[ 0015-09585
-[] 0015-10321

[ O |

[ |



+ifie AIT Bioscience Hooks into Watson LIMS
e e e SN MR VRENGaN By

 ELN sniffs for new Watson activity (project,
study, run) and creates mirror entities in ELN

 ELN automates a directed review of each
run’s system suitability data prior to sample
Injections.

e Post run, ELN looks at control and carryover

samples relative to LLOQ samples and
determines pass/fail status of run.
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Use QC/QA Resources Up Front
Instead of After the Fact

* All ELN templates are validated and controlled.
« Errors prevented, corrected in real time.
o ‘Audit by Exception’ greatly reduces QC review time.

e Less rework & review means faster turnaround.
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o:_:':o AIT Bioscience - Validation- Underway

QA vendor audit in Feb 2010
e RiIsk assessment

« Validation plan
— 1Q (done)
— Full OQ, but focus on select scripts (done)
— PQ: hierarchy, catalog, roles/authorities, access

— Template PQ: master templates, secondary
templates
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