Major Advances Included in
Caliper’s New TPW3 and APW3

Objective

This specification sheet is intended to describe the new features
in the reengineered versions of TPWII and Prelude Workstations.
The TPWII product has been renamed to TPW3 to reflect the 3rd
generation of tablet processors. The 2nd generation Prelude is
now referred to as the Active Pharmaceutical Ingredient
Processing Workstation (APW3) describing its primary use in test-
ing Active Pharmaceutical Ingredients (APls).

Background

In 2003, Caliper joined in a project with three experienced cus-
tomer companies to reengineer the TPWII and Prelude
Workstations. This three-year partnership includes joint specifi-
cation development, testing, and project management. Their
involvement has helped to ensure that TPW3 and APW3 will
meet the future needs of the pharmaceutical Development and
QA laboratories.

Changes

TPW3 and APW3 incorporate completely new electronics,
firmware, and software without compromising methods devel-
oped for TPWII or Prelude. Within this project scope we have
made a variety significant improvements to benefit:

Easier method development
* Key parameters can be conveniently varied at run time in
order to optimize the automated method.

* During method development, helpful information regarding
tube status is provided to the developer.

* Methods may be abbreviated to more easily isolate
functionality.

Stability indicating assay methods

* Multiple dilutions and injections can be performed from a
single preparation. This makes the TPW3 and APWS3 effec-
tive for evaluating both the primary active as well as low-
level degradents.

« Serial processing and run control assure that each sample
has the same history. Degradents from unstable compounds
can be accurately quantified when the time to injection is
standardized.

* Improved integrated interface to Waters Empower.

Productivity

* One key to improving productivity is improving reliability.
Encoder feedback control, improved positioning, and
standardized electronic control architecture will provide
maximum uptime.

* Assignable placement of process tubes allows more effi-
cient use of the deck space.

* Users do not have to wait for gravimetric assisted dispens-
ing when accuracy is less critical.

Improved Accuracy

* TPW3 and APWS3 are supplied with SAG285 balance for
weighing samples to 5 places.

» Dispensing syringes are easy for users to calibrate.

* Expected density values may be set by the method
developer at every method step to improve accuracy.

* Media dispense to the TPW vessel can be performed via
vessel rim rinse. This ensures the entire sample is incor-
porated into the dispersion.

Shared corporate databases
» Compatibility with Microsoft® SQL Server allows approved
methods to be shared throughout the corporation.

e Electronic signature security prevents unauthorized use.

Other Changes

With some exceptions, basic deck hardware functionality is
essentially unchanged however some improvements have
been made.

* The APW now optionally includes a reengineered more
reliable sonicating probe assembly as well as a non-
contact infrared thermometer.

* The relocated sonicating probe has a more compact
design allowing increased capacity of 100 more
sample tubes.

* The optional Bar Code Reader on Prelude has been
replaced with a new model for more reliable barcode
reading. It is now available on TPW3 as well as APW3.

e Fluid paths have been replaced on both products to
allow for more secure, continuous connections.

* Both the APW3 and TPW3 products use the same
designer frame and that includes a status light and
emergency stop.
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Significant Changes made to TPWII and Prelude

CAPACITY AND FLEXIBILITY APW3 TPW3
Run list is sample based vs method based allowing freedom to assign tube location. X X
The number of methods in a run is limited only by the number samples, available tubes,

and the 5000 lines in the run list. X X
The number of methods that can be overlaid is limited as described above. X X
Capacity for 300 sample and/or process tubes X

Variables can be modified at run time with Method Developer access. X X
Standards may be run from any rack position X X
QUALITY OF ANALYSIS

The software no longer assumes density values used in intermediate method steps.

The method developer now has the opportunity to enter an exact value. X X
Vessel conditioning, which includes probe hold up volume, can now be performed prior

to any sample with the user’s choice of solvent. X

Solvent addition via vessel rim rinse with user choice of solvents is available on homogenizer-based

methods in order to improve recovery. X
Syringes are now position controlled by encoder feedback ensuring more accurate and precise delivery. X X
The user may now easily calibrate syringes in order to maintain accuracy as they syringes wear

or optimized for a specific solvent. X X
New fittings and tubing reduce air leaks to improve solvent delivery and transfer. X X
DISPERSIONS AND EXTRACTIONS

Homogenizer elevator is now positioned via encoder feedback vs limit switch to create a reliable seal. X
Tube tipper redesign eliminates prevents tubes form entering the dispersion vessel. X
The optional sonicating probe assembly has been redesigned for more reliable movement X
Non-contact infrared temperature measurement replaces a probe for use with the optional sonicating probe X

WEIGHING

Gravimetric assist dispensing may be de-selected to allow for faster operation when accuracy is less critical X X
Mettler SAG285 dual range four-five, place balance is standard. X X
DILUTION

Dilutions ratios as high as 1:10,000 can be performed in a single method. X X
Two single-step dilutions can be performed at different points within a method. X X
Overlapping methods and flexible tube assignment allows true serial dilutions to be performed. X X
FINISH

Improved integrated interface for Waters Empower X X
Versatile control of standards for bracketing X X
Multiple injections may be performed from a single preparation X X
LC injector wash can be inserted multiple times within a method. X X
On-line UV/VIS detection via contact closure discriminates blanks, standards and samples. X X
SOFTWARE

Preinstalled Microsoft SQL 2005 Workgroup Edition, includes 5 client users (separately ordered). X X
SQL Enterprise Edition Database compatible for user IT installation. X X
Software makes nearly all variables available for each LUO for complete control. X X
Security is customer IT configurable to meet your corporate policy. X X
Electronic signature functionality. X X
Excel, PDF output supported. X X
Diagnostic information is captured in the compliant database X X
Fault tolerant networking to shared SQL database X X
HARDWARE

All new control architecture for supportability and reliability X X
Positive encoder feedback for precise device control X X
Multipoint position referencing X X
Position and click position teaching X X
New labeled tubing and fittings X X
Automated remote communication of errors (e.g. page or email) X X
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FAQ

Question - Will | be able to upgrade my TPWII or Prelude?
Answer — During initial product design, Caliper intended to offer upgrades. As the project has progressed we have seen the
number of common parts decrease making traditional upgrades impractical.

Question — Can | Trade in TPWII, Prelude or Benchmate for a discount?
Answer — Yes. You may use a trade in to receive a discounted price on the purchase of a new TPW3 or APW3. The unit to be
traded must be intact and contain all its key components. Caliper reserves the right to discontinue this program without notice.

Question — How long can a trade in take to install?
Answer — We will switch your existing TPWII or Prelude with the new product on the same day after standard order lead-time.
Validation services, if purchased, will obviously add more time.

Question — Can | use my existing PC to run TPW3 or APW3?

Answer — Unfortunately not. The new software and SQL place demands on the PC that require a new a CPU supplied by
Caliper. You may however use your companies existing servers providing they meet Microsoft's guidelines for the use of SQL
Enterprise.

Question - Can I run the same tests on TPWII / Prelude on TPW3/ APW3?

Answer - Yes. TPW3 and APWS3 have not lost LUO (Laboratory Unit Operation) functionality with only one exception. Mixing by
cycling has been removed in APW3 because it was a rarely used feature. The Vortexer can be used in methods that called for
mixing by cycling in Prelude.

Question — How much training do | need?
Answer — Of course it is always best to start with Caliper training however if you already know how to run a TPW or Prelude
you have a head start. Caliper training will help you get the most out of the new features.

Question — Can TPWII or Prelude methods be electronically copied to TPW3 and APW3?
Answer — Unfortunately not. The software in TPW3 and APW3 is totally different and therefore not compatible with TPWII or
Prelude. Methods will need to be rewritten in the new software.

Question — Are the new TPW3 and APW3 compliant for FDA and other authorities?
Answer — Yes. They are 21CFR11 compliant. Dispense quality meets USP and ASTM requirements.

Question — Do | need to revalidate methods transitioned from TPWII to TPW3 (Prelude to APW3)?
Answer — Caliper cannot make this decision for you or your regulatory group however we believe it is important to demon-
strate suitability when transitioning to TPW3 and APWS3.

Question — Should | expect any decrease in functionality or efficiency when transitioning to TPW3 or APW3?
Answer — No, the intention is that these new products will be more productive. The new products will run somewhat faster
with less latency.

Question — When I purchased my TPWII or Prelude SQL was included. Why is it sold separately now?
Answer — Customers that have taken advantage of the ability to network their workstations already have a network version
(SQL Enterprise) and do not need to purchase another one.

Question — Can | access my workstation’s database from another computer on our network in order to write methods

or review data?

Answer — Yes. The SQL Workgroup Edition 2005, which can be provided by Caliper, allows 5 client access licenses. When using
SQL Enterprise edition, the number of client access licenses is based on the number purchased by your company from
Microsoft. A copy of TPW3 or APW3 software must be installed on the client PC.

Question — What Operating system and version of SQL works with TPW3 or APW3?
Answer — That depends on your needs. Please see the table below.

SQAL Server Version Operating System Tested Use Available From Caliper
SQL Server 2005 Enterprise Edition Enterprise Server 2000, 2003 Network more than one user No, User IT Installable only
SQL Server 2000 Enterprise Edition Enterprise Server 2000, 2003 Network more than one user No, User IT installable only

SQL Server 2005 Workgroup Edition Windows XP Pro, Stand alone workstation Yes, Can be factory and field
Windows 2000 Pro installed by Caliper
SQL2000 Standard Edition, Windows XP Pro, Stand alone workstation No. User IT installable only

Personal Installation Windows 2000 Pro







