Clinical pharmacy and clinical trials

Ischemic Attack (TIA). To improve the adherence of these patients,
a complex individualised pharmacist intervention was designed and
is being used in an ongoing study investigating the effect on medi-
cines adherence and new stroke events. The present work is a sub-
analysis of this study.

Purpose To examine adherence-related issues in stroke/TIA
patients identified by use of a complex pharmacist intervention
including medicines review and motivational interviewing.
Materials and Methods The study is being performed at the
Neurology Ward and the Emergency Ward, Odense University Hos-
pital, where patients treated for TIA or acute ischemic stroke are
randomised to a complex individualised pharmacist intervention or
a control group. The pharmacist intervention consists of 3 compo-
nents: 1) A medicines review focused on potential adherence-related
problems followed by recommendations to the ward physicians
2) A motivational interviewing consultation where the content is
based on issues raised by the patient 3) A follow-up telephone call
one week after discharge with standardised adherence questions to
uncover potential non-adherence.

Results Twenty-four patients received the pharmacist interven-
tion. Among the topics covered, 7 potential adherence-related prob-
lems were identified. Four of the recommendations were accepted
by the physicians, 2 were refused and there was no response to one.
The issues most commonly addressed in the consultations were
change of lifestyle (79%), medicines management (67%) and adverse
reactions (58%). Other issues included effectiveness of the medi-
cines (50%), adherence aids (42%) and information about the dis-
ease (8%). According to the standardised questions, one patient had
adherence problems at the one-week follow-up phone call.
Conclusions A complex pharmacist intervention can be used to
identify potential adherence-related problems in stroke patients.
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Background The addition of NS3/4 protease inhibitors to the
standard of care treatment (SoCT) for genotype 1 hepatitis C
(pegylated interferon and ribavirin) has increased the treatment
response rate as well as the frequency and severity of adverse events
(AEs). These may reduce the effectiveness or even cause the discon-
tinuation of treatment.

Purpose To evaluate adherence, tolerability and quality of life
(Qol) in triple treatment patients (TT) (telaprevir + SoCT) in com-
parison with SoCT patients.

Materials and Methods Observational, prospective study per-
formed in a 780-bed teaching hospital from February to September
2012. Prescription of TT was based on National Spanish Health Sys-
tem recommendations. A printed questionnaire was offered to
patients (SoCT or TT) when they started on treatment and was
given back three months later. The Questionnaire consisted of three
parts: SMAQ (Simplified Medicines Adherence Questionnaire), Side
Effects Profile Test (SEPT) (score from 1 to 5) and QoL Spanish ver-
sion of the Chronic Liver Disease Questionnaire-Hepatitis C Virus
(CLDQ-HCV) (score from 1 to 28). Statistical analyses were per-
formed using SPSS 15.0 (non-parametric test).

Results A total of 53 hepatitis C patients started drug treatment
during the study (26 TT vs. 27 SoCT). We obtained 12 question-
naires on TT (46.1% response rate, median age 52.4 years, 65.5%
women) and 10 questionnaires of SoCT (37.0% response rate,
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median age 49.3 years, 58.1% women). Only 2 TT (16.6%) were
non-adherent and 5 SoCT (50.0%) (p = 0.002). Data collected from
SEPT showed a mean global score value of 2.2 in TT and 2.3 in
SoCT (p = 0.356). The CLDQ-HCV mean global score was 15.9 in
TT and 14.2 in SoCT (p = 0.128).

Conclusions Better adherence in TT is probably due to patient
expectations and highest motivation for the new drug. Perhaps, this
also affects to similar groups rates in SEPT and CLDQ-HCV.
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Background Dabigatran, an oral anticoagulant classified as a direct
thrombin inhibitor, is used for the prevention of stroke and sys-
temic embolism. However, it has limitations in its method of
administration; dabigatran should not be removed from the capsule
and administered through a tube because of its unstable
bioavailability.

Purpose To report a case that required dabigatran to be adminis-
tered through a tube after removal from the capsule.

Materials and Methods A 79-year-old Japanese male with nor-
mal hepatic and renal function was receiving warfarin for the pre-
vention of systemic embolism due to atrial fibrillation. When he
started S-1 treatment as an adjuvant treatment for gastric cancer,
PT- and INR levels exceeded the scale. Because this elevation was
thought to be due to the interaction between warfarin and S-1, war-
farin was replaced with dabigatran. After switching anticoagulants,
PT-INR and aPTT stabilised. Subsequently, however, the patient fell
and experienced paralysis due to medullary damage. We tried to
administer dabigatran through a tube after removal from the cap-
sule while carefully monitoring the blood levels. Although the typi-
cal daily dose of dabigatran is 220 mg, the daily dose in the present
case was set to 150 mg in consideration of elevated blood concentra-
tion due to removal from the capsule. The dabigatran concentration
4 h after the first administration (peak) and before the second and
third doses (trough) was measured by ultra-performance liquid
chromatography/mass spectrometry.

Results The dabigatran concentration was 115.8, 62.45, and
80.05 ng/mL 4 h after the first administration and before the second
and third doses, respectively, which is similar to data obtained in a
clinical study using healthy Japanese volunteers. aPTT was 3848 s.
Conclusions We were able to administer dabigatran after removal
from the capsule through a tube at two-thirds the regular dose and
maintain a similar dabigatran blood concentration to that obtained
in a clinical study through careful monitoring of dabigatran plasma
levels.
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