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UnderstandingClinical DataAnalysis. TonJ. Cleophas, Aeilko
H. Zwinderman (eds). Springer, Germany, 2016. 234 pp, price
not mentioned. ISBN 978-3-319-39585-2.

Themainobjectiveof thisbook istoreview
the state-of-the-art of clinical trial analysis
including special topics such as stepped
wedge design, adaptive design, principal
featureanalysesand randomeffectlogistic
model. In the preface, the authors explain
statistical issues using examples from the
published medical literature and focus on
why-so of analysis rather than how-so.
The book has 10 chapters and starts
withaninteresting viewpoint ontheconcept
of randomness. From randomness in
everyday lifeto evolution of the scientific
rational e behind statistical analysis, the authorsexplain ‘ why-so’
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of theconcept in arather philosophica manner. A comprehensive
listisgiven of how theterm ‘random’ isusedinclinical trialsand
in statistical analyses. Chapters 2, 3 and 4 deal with randomized
trial spresentinginformation about componentsof atrial protocol,
variations of experimental study designs, intention-to-treat or
per-protocol analyses, hypothesis statement and stratification.
Chapters 5 and 6 present discrete and quantitative analyses
including z-test, chi-square test and t-test. However, information
about risk ratios, risk differenceand oddsratio or about somenon-
parametric tests are missing. Chapter 7, although titled subgroup
analysis, isabout regression analysis; 16 pages of thischapter are
inadequate to do justice to even basics of regression analysis. A
better written Chapter 8 providesinformation oninterim anaysis
of clinical trials. The apha spending function is explained with
good examples. Chapter 9 deals with multiplicity analysis. The
last chapter again turns philosophical to discuss the relationship
between disciplines of biology and mathematics.

There are many glaring shortcomings in the book. Starting
from Chapter 1, extensiveuseof termssuch asprobability, normal
distribution and null hypothesis without first introducing and
explaining themwould makeit difficult for anoviceto understand
how randomness relates to the theory behind statistical tests. In
fact, this name-dropping or listing concepts without any
explanation recurs throughout the book. While trying to explain
difference between odds ratio and relative risk in Chapter 2, the
authorsjust giveaformulafor calculation. For areader who wants
to understand the concept behind cal culations, theauthorssay: “ In
case of case—control studies RR is nonsense.” Some information
isincorrect, e.g. ‘ continuous variables are used for description of
efficacy and binary data is used for describing side-effects’,
‘Trias, involving repeated measurementsin onesubject, areoften
called crossover trials’. Methods of generating random number
seguence (bucket with notes or random number generator) are
confused with types of randomization (simple v. block) and are
presented as a single list (again without any elaboration). Line
figures or graphs do not only convey information efficiently, but
also helpinunderstanding difficult concepts. However, thisbook
has not been able to use the power of illustrations. Figures are
neither numbered nor referred to in the text. Most of the figures
have no legend. For example, the directed acyclic graph in
Chapter 3 or the survival curve in Chapter 5 are wasted without
accompanying explanation. Each chapter contains a number of
graphs from published articles. Many of these graphs * SO-HIP
study’ (p. 55) havenoaccompanyingreferencetothearticlesfrom
where these have been reproduced and some are even impossible
to read because of poor resolution (p. 52). The book isin English
but some of the figuresarein Danish (pp. 5, 134). Some chapters
haveirrelevant self-promotion (p. 97). Each chapter endswith an
identical list of books written by the authors themselves. No
reference to published articles, books or monographsis provided
at the end of any chapter or the book.

| do not think the book meetsits stated objectives. It ishard to
recommend this book to anyone. Students wishing to learn
statistical analysiswill not gain any knowledge of conceptsfrom
thisbook whileexpertslooking for special statistical methodswill
find incomplete handling of the topics frustrating.
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