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Background and importance It is the responsibility of institu-
tional review boards (IRBs) and hospital pharmacists, as mem-
bers of these boards, to review a research proposal and
ensure that adequate informed consent procedures are imple-
mented in an ethical way, promoting participant autonomy
and protecting them from potential harm. In this context,
informed consent forms (ICFs) have become increasingly com-
plex and difficult for patients to understand.
Aim and objectives To analyse non-approval of clinical research
by IRBs, related to deficiencies found in the ICFs. Secondary
outcomes were type of objections in terms of readability,
length, description of study purpose, design, expected benefits
and foreseeable risks. Other ethical and legal aspects, such as
voluntary agreement to participate, right to withdraw, biologi-
cal sample management and access to personal data were also
analysed.
Material and methods This was a retrospective observational
study of the clinical studies evaluated by the IRB in a tertiary
hospital. We evaluated the IRB resolutions of all clinical stud-
ies over 4 years, including interventional studies (clinical trials)
and non-interventional research assessed by the IRB where a
hospital pharmacist was a member of the board. The commit-
tee’s decisions on approval were registered in the minutes of
the meetings. The pharmacists reviewed the minutes, evaluat-
ing the final opinion of the committee (approval/non-approval
of the study) in the first review.
Results A total of 91 sets of minutes, corresponding to the
IRB meetings over 4 years, were analysed. In these meetings,
1858 clinical trials were evaluated (1057 clinical trials and
801 non-interventional studies). Of these, 1558 required
informed consent for participation (83.9%, 95% CI 82.1–
85.5) and 987 were not approved at first review due to defi-
ciencies detected in the ICF (63.3%, 95% CI 60.9–65.7). The
main reasons for non-approval were unreadability (11.7%),
inadequate information given about access to personal data
rights (9.2%), biological sample management (7.8%) and
expected benefits (7.6%).
Conclusion and relevance There was a high proportion of defi-
ciencies in the ICFs for clinical research. They were an impor-
tant reason for non-approval of protocols evaluated by IRBs.
Taken together, there are three fundamental weaknesses in
ICFs where IRBs in hospitals play a key role: improving their
readability, adapting them to regulations concerning data pro-
tection or biological sample management, and avoiding mis-
leading information concerning enrolment.
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Background and importance Before we implemented an oral
nutrition protocol, parenteral nutrition (PN) was standard of
care after elective radical cystectomy (RC) patients in our hos-
pital. PN is expensive, with often metabolic and infectious
complications.
Aim and objectives The main objective of this study was to
explore the impact of the introduction of an oral nutrition
protocol on catheter-related bloodstream infection (CRBSI)
incidence. Besides, length of stay and parenteral nutrition
(PN) associated costs were compared.
Materials and methods In this large retrospective case-control
study, before (PN group) and after the implementation of the
oral nutrition protocol (since March 2010), two cohorts of
549 patients who underwent an elective RC were included. A
central venous catheter was present in every patient, which is
standard of care. The incidence of a CRBSI, the length of
stay and PN associated costs were compared.
Results In both the control (June 2000–March 2010) and the
case (March 2010–December 2017) group, an equal number
of 549 patients were included. CRBSI was reduced from 22
(4%) to 10 (1.8%) (p=0.031).

The median length of stay between both groups, 20 [17 –

25] days before vs. 17 [14 – 21] days after the implementa-
tion of the oral nutrition protocol, also differed significantly
(p<0.001).

Implementing the oral nutrition protocol resulted in a paren-
teral nutrition associated cost saving of C¼ 470 per patient.
Conclusion and relevance This large follow-up study showed
that an oral nutrition protocol is associated with a reduction
in CRBSI. Besides, postponing PN in favour of oral nutrition
enhances recovery and is associated with cost savings. In con-
clusion, we believe that the clinically relevant results of our
study are confirming that oral nutrition should be standard of
care in elective regular RC patients.
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Background and importance During the last few years, pre-
scription rates of oral anticancer drugs have increased rapidly.
Because of the independent intake of these highly complex
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therapies, a close patient guidance and management is essential
to prevent treatment failure because of drug-drug or drug-
food interactions, side effects or non-adherence.
Aim and objectives The aim of this study is to investigate
whether integrating a clinical pharmacist/clinical pharmacolo-
gist into a multi-professional care team can improve patients’
safety, knowledge and well-being.
Materials and methods For this purpose, 200 patients will be
randomised. While the intervention group will receive an
intensive care program with information material and side
effect management, the control group will only receive routine
clinical care. Primary outcome parameters are the number of
drug related problems (medication errors and side effects)
regarding the oral anticancer drug and patient satisfaction
(TSQM questionnaire). Further outcome parameters will
include, for example, the number of serious side effects and
hospitalisation rates.
Results For this interim analysis, 100 patients were included.
In the intervention group the number of drug related prob-
lems regarding the oral anticancer treatment was reduced
(7.38 vs. 4.75 per patient; p<0.05) and patient satisfaction
was significantly increased (p<0.01). The intervention group
showed a lower rate of serious side effects and was less fre-
quently admitted to a hospital.
Conclusion and relevance The high rate of drug related prob-
lems in this patient population indicates that cancer patients
treated with oral anticancer drugs must be considered as a
high-risk patient group. Early intervention can reduce serious
side effects and increases patients’ satisfaction. The integration
of a clinical pharmacist/clinical pharmacologist in a multi-pro-
fessional care team increases medication safety in patients
treated with oral anticancer drugs.
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Background and importance ODYSSEY is an ongoing interna-
tional randomised trial evaluating dolutegravir (DTG)-based
antiretroviral therapy (ART) versus standard-of-care in HIV-
infected children starting first- or second-line ART. Pediatric
DTG film-coated tablets (FCTs) of 10 mg and 25 mg are
unavailable in low- and middle income countries (LMIC) were
most HIV-infected children live. Adult DTG 50mg FTCs are
produced by generic manufacturers at low-cost, are well-toler-
ated, and already available in many high- and LMICs.

Aim and objectives Within ODYSSEY pharmacokinetic (PK)
substudies were undertaken to assess PK and safety data for a
simplified paediatric DTG dosing approach using WHO
weight bands (WBs) 25 to <30 kg and 30 to <40 kg and
once daily 50 mg adult DTG doses.
Materials and methods Steady-state 24-hour PK curves were
constructed from data in children (�3 h fasted) observed tak-
ing current EMA-approved DTG doses of 25 mg and 35 mg
(10 mg+25 mg FCTs)) in 25-<30 kg and 30-<40 kg WBs,
respectively. After all children switched to single daily 50 mg
DTG tablet, a second 24 h PK curve was constructed. We
aimed to achieve DTG exposures comparable to historical
adult data for DTG 50 mg FCTs QD taken under fasted con-
ditions (geometric mean (GM): Ctrough0.83 mg/L, AUC0-

24h43.4 h*mg/L, Cmax3.34 mg/L). Additionally, results were
compared to PK data for DTG 50mg BID in adults (GM
ranges: Ctrough2.41 to 2.72 mg/L, AUC0-24h93.4 to 92.7 h*mg/
L, Cmax5.41 to 5.55 mg/L). Safety was evaluated after switch
to the 50mg dose at 2, 4 and 12 weeks and then every 12
weeks.
Results 28 black-African children (52 PK profiles) from
Uganda and Zimbabwe (61% male) with a median (range) age
of 11.0(7.5–17.9) years old were included. For children
weighing 25-<30 kg on DTG 25 mg (17 profiles) GM with
coefficient of variation (CV%) for Ctrough and AUC0-24h was
0.39(48) mg/L and 33.1(23) h*mg/L, respectively, and after
switch to DTG 50 mg (16 profiles) values were 0.77(43) mg/
L and 58.6(28) h*mg/L, respectively. For children weighing
30-<40 kg on DTG 35 mg (9 profiles), Ctrough and AUC0-24h

were 0.46(63) mg/L and 40.3(35) h*mg/L, and after switch to
DTG 50 mg (10 profiles) values 0.63(49) mg/L and 53.5(32)
h*mg/L, respectively. The 50 mg dose resulted in Cmax values
of 5.41(25) mg/L and 5.22(25) mg/L in WB 25-<30 kg and
30-<40 kg, respectively, which did not exceed historical Cmax

values for adults on 50 mg BID. After a median (IQR) fol-
low-up of 30(12–30) weeks on 50 mg DTG 3/28(11%) chil-
dren had grade 3 or 4 adverse events (one SAE; cryptococcal
meningitis) and all were considered unrelated to DTG.
Conclusions and relevance Adult 50 mg FCT once-daily dolute-
gravir provides appropriate PK profiles in children �25 kg,
with no safety signal, allowing practical dosing and rapid
access to dolutegravir. WHO has released new pediatric dosing
guidelines in response to these results.
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Background and importance A pharmacist led, prospective
audit on antibiotic prescribing was introduced on three hospi-
tal wards, as an element of the local, institutional antibiotic
stewardship program (ASP).
Aim and objectives Our aims were to document and evaluate
each antibiotic prescription and therapy based on the antimi-
crobial stewardship program recommendations and to give
feedback to prescribers on their compliance to ASP guidelines.
Material and methods A paper-based audit form was prepared.
Patient data, documentation of allergies, indication of the ther-
apy and circumstances of microbiological testing were
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