Prelude

Your Personal Productivity Workstation

The Caliper Life Sciences Prelude is the most reliable personal
productivity tool to be used in the laboratory to reduce the time,
cost and tedium of manual sample preparation including dilution,
weighing, mixing, filtration, extraction and other tasks. With
Prelude, the analyst can increase their time by 50-70% while re-
ducing the cost of reagents and disposal of those reagents by
70%. More work can be done on a continuous basis, freeing the
analyst for other laboratory responsibilities. In addition, prepared
samples can be automatically injected into HPLC systems, sent
to UV/Vis spectrophotometers, or collected in the EasyfFill
Sample Collection Module. No other automated sample prepara-
tion system is as fast, flexible or easy to learn and operate as
Prelude.

Full Compliance with 21 CFR Part 11

Electronic monitoring with Prelude provides an audit trail to assist
in electronic record keeping, allowing implementation of regula-
tions for electronic records and signatures that meet FDA re-
quirements.

The Prelude ensures proper sequencing of entries, validity of da-
ta, and verification of records from those generated from the an-
alytical balance and other sources. Use of secure electronic au-
dit trails support electronic record integrity and authenticity, link-
ing to electronic compliance.

The information generated can be easily and securely transmit-
ted to laboratory information systems, chromatography database
systems, as well as other spreadsheet applications used without
compromising the integrity of the original record.
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Application Note

Automated Sample Preparation for
Creams, Gels and Difficult Samples

Lynn Jordan, Jayne Brown and Stephanie Wilson

Caliper Life Sciences Inc., Applications Laboratory, Hopkinton, Massachusetts, USA

Abstract

Sample preparation for creams, lotions, gels and ointments is a difficult task. Their high viscosity or unique rhe-
ology causes analyte extraction of these sample types to be particularly difficult to disperse. They are most trou-
blesome when the semi-solid base product is not miscible with the preferred solvent required for the assay. This
poster will illustrate how automated sample preparation can be utilized to overcome these difficulties. One ben-
efit of automated sample preparation is its ability to eliminate differences in various manual techniques such as
sample dispersion. In addition, automated systems can provide a documented method and a complete audit trail
of the sample handling which many laboratories require to meet 21 CFR Part 11 compliance. This poster will
examine the parameters used for an efficient and reproducible sample preparation for these sample types, as
well as the resulting documentation and audit trail.

Objective

To compare manual and automated methods for three difficult sample types. For each of these samples we
developed an automated Prelude Workstation application with the Sonicator accessory. Samples were run
by manual and automated methods comparing time and solvent usage. Review documentation resulting from
the manual and automated procedures.

Conclusion

Sample Preparation of the gel, sun screen and caramel sample can be achieved by either a manual or auto-
mated procedure.

Although the automated method may or may not be faster than the manual method, the manual method
requires hands-on operation, where the automated procedure provides unattended operation.

Manual sample preparation provides limited documentation. The Prelude provides total compliance to 21
CFR Part 11 by storing data in a secure database. In addition, the Prelude provides an Online Status Screen,
and gravimetric confirmations for every step of the sample preparation documented in an Excel™
Spreadsheet.

Caliper and LabChip are registered trademarks, and

the Caliper Logo and the phrase "Working Innovation" y ™~
are trademarks of Caliper Life Sciences, Inc. Zymark ‘ a I I e r
and Prelude are registered tradmarks of Zymark
Corporation. : :
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