
Material and methods The SDD protocol is a strategy included
among the specific optional measures in the Pneumonia Zero
Project (PZ) whose aim is to contribute to reducing the inci-
dence of VAP in those critical care units where rates are
above the recommended levels. Its application is intended to
prevent and/or eradicate the oropharyngeal and gastrointestinal
carrier state of potentially pathogenic microorganisms. It con-
sists of applying an oropharyngeal paste in the oral cavity and
a solution introduced through a nasogastric tube four times a
day in patients on mechanical ventilation.

We prepared the paste and solution in the Pharmacy Serv-
ice and incorporated their criteria for use as an ICU pharma-
cotherapeutic protocol for both intravenous antibiotic
prophylaxis and SDD formulations in the electronic prescrip-
tion programme. We applied the protocol to all the mechani-
cally ventilated patients who met the selection criteria.

We compared VAP data between February and December
2019 with the same period in 2018.
Results In 2018, the VAP rate per 1000 days of mechanical
ventilation was 12.34. After performing the SDD protocol in
2019, the rate of VAP per 1000 mechanical ventilation days
decreased to 5.75. Between the two periods the overall inci-
dence of pneumonia decreased from 5.8% to 2.7%.

We estimated a production cost in 2019 of C¼ 5.37 per
SDD paste and C¼ 2.20 per SDD solution. We produced 610
units of SDD paste and 850 units of SDD solution in 2019
with a total estimated production cost of C¼ 5145.70.
Conclusion and relevance SDD applied with other recom-
mended VAP control measures gave preliminary positive
results in reducing the rate of VAP infections. We need to
extend the study period to confirm these findings.
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Background and importance Lysosomal acid lipase (LAL) defi-
ciency is a rare metabolic disease (0.2:10 000) characterised
by lysosomal accumulation of cholesterol esters and triglycer-
ides, with a severe and rapidly progressive form known as
Wolman disease (WD), usually fatal in the first 6–12 months
of life. Sebelipase alfa (SA) is a recombinant human LAL
authorised as enzyme replacement. According to the technical
data sheet, it is administered weekly and should be started at
low doses (1 mg/kg) with a gradual increase according to
response, thus avoiding serious hypersensitivity reactions. Dos-
ing twice-weekly with rapid dose escalation had not been pre-
viously described in the literature.
Aim and objectives To describe the efficacy and safety of high-
dose SA administered twice-weekly in severe WD.
Material and methods We describe the case of a 3-month-old
baby diagnosed with WD with secondary haemophagocytic
syndrome, admitted to the paediatric critical care unit. Since

admission, she presented anaemia, thrombopenia, hyperferriti-
ninaemia, altered liver function tests and lipid profile, and
massive hepatosplenomegaly. Given the rapid deterioration
and critical situation, with severe respiratory and kidney fail-
ure, treatment with SA was started at high doses twice-
weekly.
Results To date, the patient received 11 doses of SA over 35
days. The first dose was administered at 3 mg/kg, and the
subsequent doses at 5 mg/kg, twice-weekly as an intravenous
infusion over 240 min. She required mechanical ventilation
and continuous haemodialysis for 2.5 weeks; and red blood
cell and platelet transfusions repeatedly up to day +24 after
the start of SA. Initially, ferritin was 9438 ng/mL, decreasing
to 1583 ng/mL at day +35. Transaminases reached a peak
(AST: 3×ULN, ALT: 2×ULN) at day +10, being within nor-
mal values at day +21, with a slight subsequent elevation
without clinical relevance. Bilirubin also reached a peak of
14.7 mg/dL at day +10, being at 6.3 mg/dL at day +35.
Lipid profile has not yet reached normal values. A reduction
in hepatosplenomegaly was noticeable after 1 month. No
adverse effects were reported.
Conclusion and relevance After the diagnosis of WD with
aggressive and severe presentation, treatment with high-dose
twice-weekly SA has been an effective and well-tolerated treat-
ment so far in our case, although it will be necessary to main-
tain enzyme replacement for life.
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Background and importance In France, 6.9% of the general
population suffer from neuropathic pain.1 Among the causes
are surgery (20%), including cancer surgery, and chemically
induced paresthesia (4.1%).2 There are few treatments devel-
oped for this indication, and patients quickly find themselves
in a therapeutic impasse. In addition, oral treatments could
possibly cause undesired systemic effects.
Aim and objectives The aim was to develop and evaluate a
topical form of amitryptiline at 10% for second-line treatment
of patients.
Material and methods A galenic development was carried out
following the recommendations of the International Council
for Harmonisation (ICH) Q2 and 3 that addressed the galenic,
physicochemical and microbiological parameters. Different
types of topicals have been designed, from the cream to the
thermogel with poloxamer.

Once the form was judged satisfactory on the pharmaceuti-
cal criteria, the preparation was assessed in the clinical con-
text. Pain evaluation was carried out according to a visual
analogue scale (VAS). A reduction of at least 30% was consid-
ered clinically relevant according to the recommendations of
the French Society of Evaluation of the Treatment of the
Pain.
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