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Recognizing Uniqueness

Locating/Tracking Products/Supplies

Ordering Reagents for Timely Delivery
Coordinating Efforts of Different Groups

Rapidly Expanding Workforces

Increasing Role of Outsourcing and Collaboration
Maintaining Adequate Security
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* Leading Provider of Scientific Software
— > 250,000 product licenses in use globally

100+ employees in US, Europe & Japan

— 10% of employees based in Europe (and rising)
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and communicating scientific information.
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* Fully audit-trailed Oracle database back-end
« GmP validated and 21CFR Part 11/37CFR compliant

— Including e-Signatures for all IP and regulatory records
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A. Simple, yet complete replacement for traditional
paper Laboratory Notebook

B. Knowledge Management system for capturing and
enabling re-use of IP and know-how

C. Complete laboratory workflow support system
D. All of the above?
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make it easier, and enable
management monitoring
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More accessible data
reduce time to gather
relevant data for patent
submission and litigation
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e E- Notebook is:

— Shareable e E- Notebook is not:
— Able to automate repetitive —  Familiar to all
processes " table*
— Quite so portable
— Searchable Q g
— Flexible

— Accepted for IP purposes

* Offline facility provides improved portability

—_—_————————————— CambridgeSoft




— Time saved by automation of processes

— Children at nursery school should be cutting out and sticking in; scientists should be
doing science

— Potential to remove large percentage of the human witnessing requirements
« Knowledge source

— Future-looking investment in building rich knowledge store

— Value of retroactive loading of paper notebook contents?
e Collaborative tool

— ELN can replace PowerPoint/acetates in project meetings

— Reduce risk of duplicate experiments in different labs
— Great way to share research data between labs, locations and external collaborators

—_—_————————————— CambridgeSoft




$2,500,000

—a— Cash Flow
P&L
$2,000,000

$1,500,000

Investment
$1,000,000 Is $750K in
$500,000 Year 1

%0 > Year NPV
$500,000 | € =$1.5m

-$1,000,000
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— Configurable security and access rights
— Configurable data forms

 Framework for supporting complex experiment
lifecycles and workflows

— Communication between groups
— Services requests
— Collaboration tools
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— IP Protection
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IP Protection

e e

Notebook

Records
)74

Regulatory
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records in interference cases
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— Records of regularly conducted activity. A memorandum, report, record, or
data compilation, in any form, of acts, events, conditions, opinions, or
diagnoses, made at or near the time by, or from information transmitted by, a
person with knowledge, if kept in the course of a regularly conducted business
activity, and if it was the regular practice of that business activity to make the
memorandum, report, record, or data compilation, all as shown by the testimony
of the custodian or other qualified witness, unless the source of information or
the method or circumstances of preparation indicate lack of trustworthiness. The
term "business" as used in this paragraph includes business, institution,
association, profession, occupation, and calling of every kind, whether or not
conducted for profit.
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Retention Policy, etc.

e Corroborating evidence provides basis for veracity of
paper and electronic notebooks
— Chronology of concept = reduction to practice

— Supporting evidence of experiments carried out as a direct result
of this invention/discovery
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[ Experiment |

periment
Started

Meta-Data

Author
Signature
Witness
Signature(s)

Clear distinction between the Authoring of the e-Records
and their storage/archiving
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better current choice

« SVG may provide a more “Open” alternative longer
term

e Key point is that records are kept in a form which is
Independent of the authoring application and which
represents best practice at the time of implementation
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a Paper Notebook is unlikely to be the sole issue
 There are relevant rulings in other fields...
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The Board in this case found that such a disclosure could be found in an s-mall
sent by Ward to co-inventor McGraw and several other Dow employees on May 20,
1888, This e-mail staied;

| suggest that we thoroughly evaluate the possibility of
blends of polyglycols with esters as lubricants for refrigerants
such as R-1344, even if we discover some specific
polyglyeol or palyglyeol dervatives that work well. If we can
show that polyglycol/ester blends axhibit some improvemant

Interrerence based on

I basestock, Id end ith
prior art (May 20" 1988 T e o
vsS June 2nd 1988) lubricant patents, which, as you know, each have

compesition of matter claims separate from the use claims
as compressor [ubricants.

Due to the present research activities of companes like

 Appeal by Lubrizol

denied on basis of Union Carbide, ICI, Alied, and DuPant, "generic’ patent
' disc th of polyglyeals for this applicai

email between co- have probably aiready baen fled. If polyglycoliestr blands

Inventors really work better in this application, we could really pull off a

coup de grace,

It is undisputed that "our two compressor lubricant patents” referred to two
patents assigned fo Dow, LS. Patent Mo, 4302343 to Carswell and MeGraw
("Carswell 243" and U5, Patent No. 4,751,012 to Ward, McGraw, and Appleman
("Ward "012"). Both Carswell 342 and Ward 012 disclese and claim palyglycol/ester
blends as lubricants for air compressors. Although the esters disclosed by Ward ‘012

—_—_————————————— CambridgeSoft




and the process of compliance easier...
...but that is not without cost

mbridqgeSoft
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* Fully electronic — no paper anywhere in the system

e Senior IP Counsel was key driver for ELN decision
— Past experience with unreliable access to paper notebooks
— Signing/witnessing SOP compliance

e LTAIs PDF with SAFE-compliant e-Signature

— 2-tier system using CambridgeSoft for signing/witnessing
workflow and “near-line” storage, Documentum for offline
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— Business benefits significant enough to warrant a hybrid short-term approach

Completed
Experiment

PDF Generation

‘

Author/Witness
Signatures

Notebook
Pages Bound
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management and storage of these records

 “The Pharmaceutical Industry is in many ways behind
the curve with respect to where the judges, courts and
federal regulators have moved forwards with electronic
records vs. paper records” — Kristin H. Neuman —
Proskauer Rose LLC
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strong —the commonest reason for not implementing,
that “they are not legal” is no longer true

 Because of the timescales and issues involved though,
this is still an emerging market and growth is unlikely
to be explosive
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