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Factors influencing confidential unit exclusions

in blood donors

A, Siimnig', U. Konerding®, T. Kohlmann?® & A, Greinacher'
Institutes for  Immunology ond Transfusion Medicine and * Community Medicine, Ernst-Moritz-Amdt-University of Greifswald, Greifswold, Germany

Background and Objective In many countries blood donors can exclude their
donated blood from being transfused in a confidential unit exclusion (CUE) process.
We aimed to identify characteristics which might influence the decision for CUE.

Study Design and Metheds 1n a 3-step approach we first enroled 29 German blood
donation centers in 2005 and addressed how the clarity of different CUE forms
applied in these centers was rated by first time blood danors and also assessed three
newly designed CUE forms. Second, we performed a survey on the characteristics of
the CUE process including 25 centers. Third, we performed an intervention study, in
which the CUE form originally applied in the study centre was compared with a
newly developed CUE form in a before-after study design with respect to the corre-
sponding CUE rates.

Results (1) Clarity of the CUE forms varied considerably. (2) The CUE rate was
higher (P < 0-05) when nurses rather than a physician were involved in informing
the donors and when the CUE form was submitted anonymously instead of being
handed to a person. {3) Application of the newly designed CUE form which was

rated as being very clear resulted in a 310% decrease in the CUE rate.
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Conclusions Design of the CUE form and characteristics of the CUE process may
considerably influence the CUE rates.

Key words: blood donation, confidential unit exclusion, donor,

Introduction

Transfusion medicine practices have achieved a tremen-
dous reduction in the risk of pathogen transmission by
blood products. This is the result of careful donor selection,
exclusion of risk groups, improved methods of screening
for pathogens, especially viruses, and the introduction of
pathogen inactivation procedures. However, there is still a
diagnostic window for hepatitis B, hepatitis C and human
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immunodeficiency virus (HIV), i.e. there is a time in which
the virus can be fransmitted by the donor’s blood product
while ail laboratory tests on the donor's blood remain nega-
tive. Furthermore, there might be additional or emerging
pathogens which are acquired by risk behavicur for which
blood donors are not tested, The only way to recognize
donors being at risk during this diagnostic window period
is by a careful medical history. However, many high risk
situations leading to an increased risk for infection with
hepatitis or HIV are within the coniext of sexual behaviour,
Therefore, blood donors might be in a compromising situa-
{ion at the {ime of blood donation, which might prevent
them from giving the information about high-risk activity,
especially if they are accompanied by family members or
friends to the donation clinic. A possible selution to this
problem is the confidential unit exclusion (CUE). In CUE
each donor is given the possibility to declare confidentially
whether his or her donation is to be used for transfusion
[1]. By means of this procedure every donor can withdraw
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his or her donation without any of the accompanying
persons noticing it.

Confidential unit exclusion is used in several countries,
as for example the United Kingdom, Switzerland, Iran,
USA and Germany. However, there is little information
published on the details of the procedures. In the German
blood donation system which consists of several Red Cross
blood donation services, independent hospital-based trans-
fusion centers as well as private transfusion services; the
CUE is regulated by the National Hemotherapy Guidelines,
These guidelines require that all donors are screened by a
written guestionnaire and that detailed information about
the donor's heaith status and about relevant pre-existing
diseases is gathered via direct oral questioning. In the
Greifswald transfusion medicine department, every blood
donor is seen by a physician in private. Family members or
friends are not allowed during physical examination and
physician talk. The questionnaire is filled out in public at
the waiting room and therefore confidentiality cannot
always be secured. Since 1988 CUE is also mandatory [2].
However, the CUE process, inciuding the CUE form, is not
predefined in detail. The CUE can be explained to the donor
by a physician, a nurse ar support staff; the declaration
concerning CUE can be recorded using the obligatory
health questionnaire or using an extra CUE form for which
there is no standard; and the procedure for gathering the
CUE form can differ between centers, ie. the CUE form can
be returned to a person or it can be placed anonymously
into a poll box. Hence, the question concerning the optimal
CUE process arises, In the Greifswald transfusion medicine
department, the CUE was filled in by the donor in privacy
at the end of the donation process and then deposed into a
poll box, Thus the donation process is independent of what
the donor finally chooses to indicate on the CUE form.

There are already several studies addressing the effects of
CUE. Most of these studies are not concerned with differ-
ences between different CUE processes, but with the quality
of a specific CUE process or a specific group of these
processes. In most of these studies laboratery parameters of
persans with CUE are compared with parameters of persans
without CUE [3-12). In some of them the prevalence of
markers for infectious disease in blood donors withaut CUE
were at least slightly less frequent than in those with CUE
[3-8,10]; the other studies showed no significant differ-
ences [9,11,12]. Ouly one study addressed the extent io
which donors understood the CUE form [13]. This study
reveated that donors with CUE to a significanily greater rate
did not understand the CUE form compared with donors
without CUE. Also only one study aimed at comparing
different CUE processes [14]. This study revealed that
demanding the declaration at the time of donation was bet-
ter than only giving the opportunity of withdrawing the
donation afterwards by a letter of recall.

We addressed the impact of different characteristics of
the CUE process on CUE rates by a 3-step approach. First,
we investigated how first time blood donors judged the
clarity of the CUE forms applied in the different blood
donations centers in Germany as well as of three newly
developed CUE forms, Second, we performed a survey
enrolling different German blood denation centers to
identify aspects of the CUE process which may affect the
CUE rates, Third, we compared in an intervention study at
the blood donation centre Greifswald, whether changing
the CUE form {o a version which had been rated as very
clear by first time blood donors (in study one), reduces the
CUE rate.

Study 1: Clarity Rating of the CUE Forms

Material and methods

Material

In preparation of the study concerning the clarity of the
CUE forms applied in the different German blood donor
centers, all 80 German blood donor centers were asked by
e-mail to send copies of their CUE forms to the study
centre. A second request was not performed because those
who did not respond were assumed to be not willing to
participate and further insistence seemed to be inadequate.
Beside the study centre (Department of Transfusion
Medicine, Greifswald, Germany), 29 centers participated,
of which one had to be excluded as this centre used a
computer-based CUE process. Hence, 29 centers (36% of
80) were included. The CUE forms of these 29 centers
constituted the main part of the material rated in this
study 1. In addition, three newly designed CUE forms were
investigated. The latter three forms were developed on the
basis of the feedback given by donors of the study center,
who had excluded their blood from transfusion by CUE.
Most of these donors expressed that they had erronepusly
performed CUE and that the old form was confusing
especially because of an overload of information. There-
fore, two of the new forms contained essentially less infor-
mation than the old form,

Study participants

Participants were first time blood donors, i.e. blood donors
who were not familiar with any CUE forms. Furthermore,
participants had to be native German language speakers.
After standard pre-donation physical examination by a
physician and explaination of the concept of CUE, these
first time donors were asked to participate in the study. All
30 approached first time denors {15 males, 15 females) gave
informed consent and participated (participation rate
100%). The mean age was 327 years {median 30-5 years,
range: 19-57 years).

© 2009 The Author(s)
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Procedure

The study participants received all 32 CUE forms and were
asked to rate the clarity of these forms using a categorical
scale with the categories ‘very clear’, ‘clear’ and ‘not clear’
in regard to whether the donated blood should or should
not be transfused to patients. Each participant had as much
time as he or she needed, Additionally, each CUE form was
classified by study team according to five different formal
characteristics, Le. (1) format with the three categories ‘DIN
A4' {German paper size similar to US ‘letter’ format), ‘DIN
A5' {=1/2 DIN A4) and ‘atypical format’, (2) colour of writ-
ing with the two categories “black on a plain sheet of paper’
and ‘coloured’, i.e. red and/or green boxes to mark with a
cross, (3) modes of printing with the two categories ‘only
on one side’ and ‘on both sides’, (4] amount of text with the
two categories ‘much text, description of rsk situations’
and ‘little iext, without description of risk situations’ and
(5) use of icons with the two categories ‘icons’ and ‘no
icons’.

Statistical analyses

The differences between the 32 CUE forms were analy-
sed via Friedmans rank analysis. Moreover, for each
CUE form two different statistics were computed: (1) the
median of the ratings given by the 30 study participants
and (2) and the mean rank with respect to these ratings.
Ta explore which formal characteristics of the CUE
forms might influence the clarity, cross-tables between
the clarity medians and the five different formal charac-
teristics were constructed. Additionally, the relationships
between the medians and the formal characteristics were
tested statistically using Fisher's exact test. To control
the false-positive error rate associated with performing
multiple statistical tests the Bonferroni-Holm procedure
was applied [15].

Results

The 32 CUE forms differed highly significantly (P < 0-001)
with respect to the clarity ratings. Of the 29 forms which
were actually applied in routine blood donation, seven
had a median rating of 'very clear’, 18 a median rating of
‘ciear’, three a median raiing between ‘clear’ and ‘not clear
and one a median rating of ‘not clear’. The median rating
for all three newly developed forms was ‘very clear' {see
Table 1). Moreover, one of the three newly developed
forms had the best mean rank of all 32 rated forms. For
format and colour of writing {see Table 1) there was a sig-
nificant relation (P < 0-05) between formal characteristics
and clarity, For ‘standard paper size” {formai) the clarity
seemed to increase with the use of DIN A5 and for ‘colour
of writing' the clarity seemed to increase with using
colours e.pg. red or green instead of all black {(sce Table 1)

© 2009 The Author(s)

Table 1 Median clarity ratings and their relation with formal characteris-
tics of the confidential self exclusion forms (study 1)

Median rating”

Between

Very ‘clear’ and

clear Clear ‘not clear’  Not clear P
Tatai number 10° 18 3 1
Format
DIN A4 10100%) 14(77-8%) 1{33-2%) 1 (1000%) <0-001
DIN A5 7(700%) 4(22-2%) 0{00%  O(0-0%)
Atypicat 2{200%) O[00%]  2(667%0) 0 (0-0%)
Colour of writing
Black 2(200%) 17 (94-4%) 2 (G67%] 1{100:0%) <0-001
Coloured 8(80:0%) 1{56%) 1(33-3%] 0{0-0%)
Modes of printing
One side 8 (8000) 14(778%) O0(00%)  1(1000%) 0052
Both sides 2 (2000%)  4(22:2%] 3 [i00-0%) O (0-O0}
Amount of fext
Much 4 [80-0%) 17 (94-400) 3 (100-0%) 1(1000%) 0-527
Little 2{200%)  1(56%) 0 [D-00) 0 (0-0%])
Use of symbols
Yes 7(700%) Q(D0%} 00w  o(00%  GOGA
No 3{300%) 18(100-0%) 3 (100-0%) 1(100-0%%)

CUE, confidential unit exclusion.

*In brackets column per cent, i.e. per cent within CUE form with the same
median clarity rating.

®P-value for Fisher's exact test for independence of rows and cctumns.
“Includes ali three CUE forms newly developed in Greifswald.

Study 2: Survey of the German Blood
Donation Centers

Material and methods

Materigl

For the main survey a questionnaire consisting of two parts
was applied. The first section of this questionnaire was
designed to gather information about the number of blood
donations in each center and the number of discarded blood
donations because of CUE, both during the calendar year
2005, The second section of the questionnaire contained
questions conceming the persons who informed the donor
about the CUE, and the manner in which the donor returned
the CUE form. Three questions were relevant in this contexi.
The first question addressed the person who informed the
primary donors. Four answer possibilities were given: (1)
‘support staff’, (2) ‘nurse’, (3} ‘physician’ and (4) free text.
Multiple answers were allowed. The second question
addressed the person who informed the fellow-up donors
and was combined with the same answer maodalities as the
first question. The third question addressed the manner in
which the CUE form was returned. The answer possibilities

Journal compilation © 2009 Internationat Society of Blood Transfusion, Vox Sanguinis (2009)
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were (1) ‘into a poll box’, (2) ‘returned to the physician’, (3)
‘returned to the support staff or the nurse’ and {4) free text.

Farticipants and procedure

The guestionnaire was sent to those 28 centers which had
provided their CUE forms for the first study. It was com-
pleted either by the director of the bleed donation service
or a person authorized by the director. Center data were
included in the statistical analysis on number of donations
and on number of CUEs in the year 2005,

Statistical analyses

The statistical analyses were concerned with five potential
determinants of the CUE mate: (1] the clarity of the CUE
form, {2) the extent to which a physician was involved in
informing the donar, (3) the extent to which a nurse was
invalved in informing the donor, {4} the extent to which
support staff was involved in informing the denaor and (5)
the manner of returning the CUE form, The first variabic
was constructed via the medians of the clarity ratings
obtained in the first study. The three variables concerning
the involvement of the three different professional groups
were constructed by aggregating the answers to the two
questions about the person informing the doner. From
these answers a single index for each of the three profes-
sional groups was build. This index could take on three dif-
ferent values. An index value of zero was assigned when
the respective group was not at all involved in informing
the donors, an index value of one was assigned when this
group was involved in informing either the primary or the
follew-up donors, and an index value of two was assigned
when this group was involved in informing both the
ptimary and the follow-up donors. The fifih variable was
constructed from the answers to the question addressing
the manner of retuming the CUE form. These answers were
condensed into the two categories ‘returning in a poll box’
and ‘handing to a person'.

Several descriptive statistics were computed which ali
refer to the five variables just described. At first, for each
category of these variables the number and perceniage of
donation centers as well as the number and percentage of
donations for which the respective category was realized
were computed. For example, for the variable ‘manner of
returning the CUE form' the numbers and percentages of
thase donation centers in which the CUE form was handed
to a person was determined. The same was carried out
for those donation centers in which the CUE form was
deposited into a poll box. Moreover, for both cases, the
numbers and percentages of donations represented by the
corresponding  centers were calculated.  Subsequenily,
mean, 5D, minimum and maximum of the center-specifc
CUE rates were determined within each category of each of
the five variables.

For investigating the effect of the determinants on CUE
rates a logistic two-level random intercept medel [16] with
donations as lower and donation centers as higher level
was applied. The five potential determinants were applied
as predictors and CUE as criterion. The medians of the
clarity ratings as well as the different ways of retuming
the CUE form were entered in dummy coding, the indices
of involvement in informing the donors in the coding are
described above. Statistical tests and computations of
confidence intervals were performed according to the
population average model.

Results

Of the 28 blood donation services approachead for partici-
pation in the study, 18 donation centers responded
immediately, seven donation centers responded after the
second request, two donation centers responded after
the third request. One center did not respond. Three of the
responding 27 donation centers had {o be excluded. Two of
these three donation centers collected only platelet aphere-
sis donations, and one donation center communicated no
absolute numbers of the donors and the CUEs. Including
the study center the sample comprised 25 centers at which
a total of ~2-9 million blood donations were collected per
year. These donations represented about two-thirds of all
blood donations in Germany in the year 2005 (4-6 million)
[17].

Within the inciuded 25 centers the median ratings
concerning the clarity of the CUE forms were ‘very clear’
for 7, ‘clear” for 16 and between “clear’ and *net clear’ for 2.
Correspondingly, only the three categories ‘very clear’,
‘clear” and ‘between ‘clear’ and ‘not clear’ were applied as
categories within the multivariate analysis. Thereby, the
last category was taken as reference category and odds
ratios were estimated for the first two categories.

The CUE rates varied between 0-00% and 0-78% with a
mean of 0-26%. In the multivariate analysis teferring to
these CUE rates 2 of all 6 tests yielded a significant result
[P < 0-05): {1) the CUE rate was higher when nurses or sup-
port staff rather than a physician were involved in inform-
ing the doner and {2) the CUE rate was higher when the
unit exclusion form was deposed anonymously into a poll
box instead of being handed to a person {see Table 2).

Study 3: Intervention Study in Greifswald

Matertals and methods

Material

In the intervention study two CUE forms were compared.
One of these was the CUE form which was originally
applied at the study center {Fig. 1); the other (Fig. 2} was

© 2009 The Author(s)
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Table 2 Results of the survey on the characteristics of the confidential self exclusion process in 25 German biood danation centers (study 2)

Absolute numbers and

percentages per categary®

Center-specific CHE rates

Donation

Categories Donations” centers® Mean SD Minimum Maximum Odds ratio”
Clarity rating
Very ciear 1902435 (65-5) 7{28-0) 030 024 007 c-78 097 (0r12-2:96)
Clear 728738 (251) 16 (64-0) o021 015 000 063 0-65 (0-23-1-88)
Between ‘clear’ and ‘not clear' 272990 (9-4) 2 (80} 052 ]| 030 074 1-00 (reference)
invalvement of physicion

in donor information
Not at all 13840 [0-5) 1(40) 074 - 074 074
Only primary donors 120644 (4-2) 8 (32-0) a5 023 017 078 053" {0-31-091)°
Primary and follow-ip doners 2769579 (85-4) 16 (64-0) 018 012 000 043
Invoivement of nurse in

donor infarmation
Not at all 857829 (29'5) 10 (400 @17 0-10 0-00 030
Only primary donors 10679 (0-4) 1{4-0) 018 - 0-18 018 105 {074~1-50)°
Primary and follow-up donars 2035655 (70-1} 14 {56:0) 023 024 007 078
Involvement of support

staff in donor infermation
Not at all 1904170 (85-6) 20 (80-0) 027 019 007 078
Qnly primary denars 6286 (0-2) 1{40) 000 - 0-00 000 1431 (0-67-1-53)°
Primary and faliow-up donors 993699 {34-2} 4 (16-0) 026 027 004 063
Manner of returning the CUE form
Placing form into a poll box 2073947 [99-0] 22 [88-0} 020 020 007 o078 3-48" (115-10-52)
Handing form to a persan 30216 (1-0) 3120} 008 o1 0-00 0-21 1400 {reference)

CUE, confidential unit exclusicn, statistically significant differences are given in bold.

“Percentages in brackets,
°n = 2904161,
“n = 25.

“Estimated and tested with a logistic two-level random-interceps mode! (population-average); bivariate analyses.

“f* < 0-05; in brackets 95% corfidence interval.

“Refers to the coding 0 = 'not at all', 1 = "only primary denors', 2 = ‘primary and follew-up donors.

one of the three newly developed CUE forms for which the
clarity rating described above was performed, This newly
developed CUE form had achieved the best clarity ratings
by first time donors (see above). This CUE form was
designed using DIN AS white paper with black large font
lettering, red and green coloured boxes for yes and no [my
bloed can/should not be used for patients] and seif-
explaining pictograms, It is minimally worded and does not
include specific mentioning of risk situations for HIV,
hepatitis B and hepatitis C infections. These risk situations
are listed in detail (see Table 3} on the pre-donation
questionnaire each denor had to complete and sign before
bleod donation. Also, we chose a one-sided instead of a
two-sided form because readers might forget the first part
of the message if they had to fum the page in the middle of
the message [18],

© 2009 The Author(s)

Participants and procedure

The study was performed as a before-after study, The old
form was applied from January 2006 to April 2007
{16 months), the new from May 2007 to June 2008
(14 months). During these periods ail consecutive donors
were enroled. Over the entire study period all other manda-
fory standard operaiion procedures of handling the CUE
remained the same, This included the verbal explanation to
first time donors of the CUE, namely, by a physician before
donation and by a nurse to all donors during donation, and
the manner of returning the CUE form into a poll box after
donation.

Statistical analyses
To investigate the effect of the new CUE form the CUE rate
from January 2006 to April 2007 was compared with the

Journal compilation © 2008 International Society of Blood Transfusion, Vor Saaguinis (2009)
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Fig. 1 Confidential unit exclusion (CUE) form used at the blood donation center Greifswald until April 2007, paper size format DIN AS, printed an both
sides, The upper panel shows the English transiation, the lower panel shows the original German ferm,

© 2009 The Author(s)
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Fig. 2 Newly created confidential unit exclusion [CUE) form in Greifswald since May 2007, paper size format DIN A5; printed on ane side. The left panel

shows the English transiation, the right panel shows the original German farm,

rate from May 2007 to June 2008 by means of a Chi-
squared test.

Results

The CUE rate decreased essentially when the new CUE form
was introduced. When the original CUE form was applied,
i.e. in the time from January 2006 to April 2007, the CUE
rate was 0-66% (188 CUEs in 28457 blood domnations). In
contrast, when the new CUE form was applied, ie. in the
time from May 2007 to June 2008, the CUE rate was only
0-45% {117 CUEs in 26157 blood denations; P < 0-001). In
neither study peried, any of the donations excluded by the
CUE process tested positive in any aof the screening tests
applied (HIV 1 and 2, hepatitis C virus, treponema pallidum
antibodies, hepatitis B antigen, nucieic acid testing for HIV
and hepatitis C).

Discussion
The three inter-related studies presented here showed

an effect of the design of the CUE form on the rate of

© 2000 The Author(s)

self-excluded blood donations and implied that the charac-
teristics of the CUE process probably also had an impact, In
particular we showed that using a CUE form which was
regarded as very clear by first time blood denors could
reduce the CUE rate by more than 30%. Neither of the stud-
ies was a randomized controlled trial. However, with the
variables considered here, genuine randomized controlled
trials are very difficult to perform and, actually, have not
been performed yet. In this respect, the survey on the CUE
process and the before-after intervention study corre-
sponded to the best methodological standard which has up
te now been realized within this context. The 25 biood
donation centers which were eligible for the statistical
analyses, accounted for nearly 3 million blood donations
per year in Germany and therefore reflecied the majority of
the 46 million annual blood donations in the country.
Furthermore, because the statistical analyses focused on
relationships between variables and not on univarfate
statistics, as for example means or medians, a serious bias
was unlikely. Our study has a major advantage duc o the
diversity of the German blood donation sysiem, with many
different blood donation services, which ali used slightly

Journal compilation © 2009 International Society of Blood Transfusion, Vax Sanguinis (2009)
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Table 3 Information given in the questionnaire which each donor has to
fill out and sign before bload donatian: persons with high risk situations
for HIV, hepatitis B and hepatitis C infection

Persons with positive AIDS test

Males who had sexual contact with another male after 1977 (homo-
sexual/hisexual)

Males and females wha worked after 1977 as prostitutes

Persons wha use ar did use iv. drugs

Haemophilia patients

Prisoners tili 1 year after their stay in prison

Perspns from countries with high prevalence of AIDS, hepatitis B and/or
hepatitis C or who have lived in such a country temporarily

Persons who are frequently changing their sexuaf partners

Persans who had sexual contact to groups named abave during the last
4 months

HIV, human immunodeficieney virus; AIDS, acquired immunodeficiency
syndrome,

different processes; it is likely that the findings of the

present study can also be applied to other countries,

Our study suggests that small changes in the CUE process
may have considerable impact on the CUE rates. The CUE
rates in the different blood donation services varied
beiween 0-00% and 0-78% with a mean of 0-26%. Although
this appeared as a small difference only, a 0-5% difference
in CUEs accounted for more than 20000 bleod dopations
per year in the country. We found three factors related to
the pracess of CUE which significantly influenced the CUE
rate, The survey helped to identify:

1) the extent to which a physician was involved in inform-
ing the donors about the CUE;

2} The manner in which the CUE form was returned, i.e.
handed directly to a person rather than deposited anony-
mously into a poll box; and

3) the intervention study in Greifswald revealed that the
design of the CUE form by itself also had an impact on
CUE rates
The impact of the physicians’ invelvement in informing

the donors on the CUE rate might be explained in several
different ways. One kind of explanation refers to differ-
ences between the physicians and the other professional
groups with respect to informing the donors. For example,
the physicians might, because of a larger background
knowledge, give clearer explanations than members of the
other professional groups. A different kind of explanation
refers to factors which are associated with the way in which
the different professional groups are integrated into the
donation process. For example, physicians usually talk to
the donors in private whereas members of the other profes-
sional groups give their explanations in public. This, in
turn, might have the effect that donors listened more atten-
tively to the physician.

The impact of the manner of returning the CUE form
on the CUE rate can also be explained in different ways.
One explanation refers to the fact that people are more
willing to admit socially undesired behaviour the more
they feel that anonymity is guaranteed [19,20], Accord-
ingly, donors are more willing to admit risky behaviour
when they return the CUE anonymously, This, in turm,
produces an increase in the CUE rates. An alternative
explanatien for the effect might be that handing the form
to a person induced the donors to think more carefully
about their answer on the form when compared with
deposing the form into a poll box. This, in turn, might
reduce the number of erroncous declarations.

Also the effect that changing the CUE form at the blood
donor center of Greifswald substantially decreased the CUE
rate can be explained from different perspectives. Because
the second CUE form received the best clarity ratings in
the preliminary study, the nearest at hand explanation
consists in attributing this effect to differences in clarity.
However, also the first CUE form had a median rating of
‘very clear’, and in the survey of the different German
donor centers no statistically significant relation between
clarity and CUE rate was found. An alternative explanation
refers to the fact that the two CUE forms in the interven-
tien study differ not only with respect to their clarity but
also with respect to other aspects. For example, in contrast
to the new CUE form the old CUE form contains a list of
those events because of which donors should withdraw
their donation. This migh{ make donors more sceptical
against their donation. 5till a different explanation might
be that changing the CUE form and monitoring the CUE
rates in a study was accompanied with the staff hecoming
more aware of the relevance of CUEs. This, in turn, might
have decreased the CUE rates.

Of course, the CUE rates alone do not reflect the sensitiv-
ity and the specifity of the corresponding CUE processes.
For this reason, they do not directly reflect the quality of
these processes. A reduction of the CUE rate might be
caused by a lower rate of false exclusions or by a higher
rate of false inclusions, i.e. by a higher specificity or by a
lower sensitivity, respectively. To check whether there is an
improvement or a deterioration, a new study is required in
which the guality of CUE and none-CUE donations and/or
the validity of CUE and none-CUE donors' declarations is
additionally assessed in both conditions to be compared.
This, however, will require very large sample sizes due to
the overall low prevalence of a CUE and the even lower
prevalences of infectious markers. Considering the results
presented here, such studies would be most promising
for comparing (1) high physician's involvement in donor
information with low physician's involvement and {2)
anonymous retuming of the CUE form with banding it to a
persot.

@ 2009 The Author{s}
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