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O u t c o m e s

P a t i e n t s  S e l e c t i o nTr e a t m e n t  D e s i g h
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Treatment Desigh
?Σαφήνεια σε σχέση με τα «ενεργά 

συστατικά»?

01 Combinat ion 
of  
t reatments?

02 Combinat ion
of treatment
and non-
treatments
factors?

03

04 The extent to which
researchers can
measure the impact
of any one
component of the
procedure

05 Clarity of design06

Procedure involves
a single treatment?
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Varied Protocols 

Ty pe  o f  r ep laceme nt  
f lu id

Pat ients  se lec t ion 
cr i t e r ia

M ed ica t ions Intens i ve  car e Intens i ty  o f  ther apy

Var ia t ion o f  p r ocedur es  Var ia t ion in  r esul ts D i f f i cul t  to  
compar e
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Another obvious ethical concern is
whether treatment can be denied
patients in near-fatal, disease states in
which apheresis has served as the
treatment of last resort.

Y O U R  T I T L E  H E R E

Even if standardized protocols could be
developed, however, it maybe difficult or
undesirable to administer them.

This is particularly problematic
if, for research purposes, assignment to
one group or another is required.

A last treatment design problem
has to do with possible placebo
effects of the therapy itself.
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Related to the issue of
appropriate research design is
that multivariate analyses (useful
for examining differences by
such factors as age, sex, disease
state, and levels of disability) are
largely unavailable.

Studies which statistically
control outcome data not easily
conducted because such
analyses require large patient
populations and present
difficulties both in data collection
and analysis.

Case reports

Systematic
Comparison-
RCT

A small
sample size 
for RCTS Apheresis researchers, however, seek to

generate systematic experimental designs
with comparison group information and
multiple, longitudinal outcome measures.
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Patient Selection Criteria
Eligibility for treatment

Selection for participation
in research

Availability for follow-up
research

Perhaps the most severe
sampling problem in apheresis
studies stems from the use of
the therapy as a last resort,
i.e., for the “worst cases.”
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Where patients and their physicians are highly
motivated to try any promising therapy because
continued painful symptoms or death is the likely
outcome without the therapy and there is no effective
alternative treatment available.

High motivation can likely play an important role
in the patient’s response to a number of subjectively
determined outcome criteria, producing
overly optimistic results .
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Wortman

Statistical regression arises when patients are 
chosen because of their extreme value on a 
laboratory test or other measure relevant to 
treatments.

Investigators have found that subjects with 
high pretreatment measures tend to have lower 
scores after the treatment-when, in fact, no 
change has taken place. 

This is the statistical regression effect and
it can deceive clinicians into believing that 
apheresis has been effective when it really has 
not.
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Outcome 
Measures

A recurring critical issue in any attempt to
analyze the effectiveness of a medical technology
is the selection of appropriate endpoints for
evaluating the success or failure of the
intervention.

The way in which outcomes of apheresis
therapies are measured significantly affects
interpretation of apheresis therapy research.
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Interpretation of clinical improvement for many
diseases treated by apheresis is further confounded
by the variability produced by a basic “remitting exacerbating”

nature of the illness.

SLE myasthenia 
gravis

Rheumatoid 
arthritis Guillain-Barré

syndrome
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Clinical outcomes 

Immuno lo g i ca lH emato log ic N er ve  
conduct i o n 

tes ts  
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Finally, outcome measures probably suffer from
the lack of systematic documentation of adverse
effects.
As a new technology is developed, used,
and reported, researchers and practitioners may
also champion the technology for a variety of personal
and professional reasons .

Apheresis therapy reporting may have been biased by the
tendency to report the more successful uses of the
new therapy.
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Company History

A little bit
Of history
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