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WHY BUY THIS BOOK?
The first chemistry book was The Sceptical Chymist by Sir Robert Boyle (1661), 
to whom was attributed: “I should have greater hope … if men should make 
a greater distinction between that which they know and that which they think 
they know.” His lament resonates with contemporary scientists’ concerns for 
data integrity. This book contains essays on data integrity.

Data integrity is the most basic element of work in any scientific discipline. 
Nothing of lasting value in the hard sciences (physics, chemistry, biology, 
astronomy, et al.) lacks integrity in the data used to support the premises, 
the logical arguments proposed, and the conclusions drawn. The point of 
validation is, after all, to ensure that all results obtained and reported are 
true.

The original premise of our book was to merge the global standard for 
pharmaceutical analytical methods for regulatory applications [ICH 
Q2(R1)] with contemporary thinking on ensuring data quality by 
thoroughly understanding a method and its intended application (QbD). 
During a preproduction meeting, an incisive question led to expanding the 
scope of the original five chapters: “Can this be applied to fields other than 
pharmaceuticals?” The answer was: Yes.

Three chapters were added to explore the applications of Quality by Design 
theory to real world problems that are bound not only by regulations, but by 
business constraints, professional ethics, time, resources, and technology. They 
may serve as case studies for classes of advanced students.

The scientific approach is rigorous, drawing on, and integrating, classical wet 
and modern instrumental analytical chemistry knowledge. The reasoning is 
detailed and well-documented. Examples are carefully explained. Two are 
based on historical events. The other is a problem that is not yet fully resolved 
despite its importance and significant risks to human health globally.

The tone throughout is conversational. It is intended to involve students — 
and any reader who has a vested interest in data integrity, which includes the 
global scientific communities from academia, industry, and government, and 
producers and consumers of quantitative measurements and the goods and 
services obtained by their use. 

The objective is to impart an intuitive understanding of method validation: 
planning, execution, and  documentation, with examples of practices and 
problems, and with practical strategies for addressing both.

A special feature is the inclusion of “Hints” — brief comments offering 
experience-based advice acquired while developing, validating, reviewing, and 
auditing analytical methods (and data) in a variety of  industries and countries.
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Data Analysis for the Linearity Trial

Figure R01: Linearity of Analyte Observed during Method Validation

Inspection shows the relationship between Analyte concentration and detector response is Linear.



sample pages

equations — equations 

that might be included in the 

Calculations section of a 

Method Validation Protocol or 

Report 

statistical symbols 

and abbreviations 

— meaning of 

the symbols and 

abbreviations used 

throughout the 

textbook



sample pages

hints — brief comments 

offering experience-based 

advice from the authors

templates — provided to 

assist in the design of the 

Protocol and the execution 

of the experiment

glossary — located in Chapter 

5; lists terms and phrases used 

throughout the textbook



© 2023 Wessex Press, Inc.

All rights reserved.

www.wessexlearning.com

wessex press, inc.
www.wessexlearning.com
Wessex Press is a New York State Certified Service-Disabled Veteran-
Owned Business. Founded (2007) by Noel Capon, R.C. Kopf Professor of 
International Marketing, Columbia Business School, Wessex Press makes 
professional books, textbooks, simulations, and other learning materials more 
accessible and affordable for its core audience — college students, professors, 
professionals, and life-long learners globally. Wessex operates at the cutting 
edge of technology, providing traditional and e-learning tools. Focus topic 
areas are marketing, sales and account management, and other higher-
education textbooks. We continue to expand our offerings into such areas as 
argumentation, economics, English as a second language, finance, general 
management, human resources, sociology.

For instructor access, or to request a free desk copy of  
Analytical Method Validation, go to  

http://wessexlearning.com/pages/request-instructor-copy

You can also reach us at contact@wessexlearning.com  
or call 914-573-2757

ACADEMIC RESEARCH & WRITING

C A N A D A

U . S .

B R A Z I L

MEXICO

VENEZUELA

COLOMBIA

BOLIVIA

URUGUAY

NIGERIA

SOUTH
AFRICA

EGYPT
SAUDI

ARABIA

FRANCE

SPAIN

PO
RTU

G
AL

IRELAND UK

ITALY

GREECE

THE
NETHERLANDS

DENMARK

SWITZERLAND

SW
ED

EN

C H I N A

INDIA

PA
KIS

TA
N

MALAYSIA

SOUTH
KOREA

AUSTRALIA

U . S .

R U S S I A

NEW ZEALAND

WESSEX PRESS
Books and Products
www.wessexlearning.com

Sales Management
Shaping Future Sales Leaders

THIRD EDITION

L.M. Davis ■ A.L. Dixon ■ R.C. Erffmeyer ■ E.D. Honeycutt ■ E.C. Tanner ■ J.F. Tanner Jr.

Fall 2022 / Winter 2023 Catalog

Visit www.wessexlearning.com for a copy of our  

Fall 2022/Winter 2023 catalog


