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Objective

To evaluate the efficacy and tolerance of triplets versus doublets by analysing a national gastric cancer registry.

Materials and methods

Patients with Advanced Gastric Cancer (AGC) treated with polychemotherapy, excluding trastuzumab, were included from 2008 to 2016.
The effect of triplets versus doublets was compared using three methods: Cox proportional hazards regression, propensity score
matching (PSM) and coarsened exact matching (CEM).

Results and Discussion

) } Propensity score distribution Distribution of standardized absolute
569 DOUBLETS before and after matching. differences before and after the
970 \ . matching.
PATIENTS d R Unmatched Treatment Units
401 TRIPLETS 5
. v gfé?%@% w0 &

Matched Treatment Units

0.6

In the Cox model, the use of triplets was

associated with better overall survival (OS),
hazard ratio (HR) 0.84 (95% ClI 0.72-0.98),
\sz'OBS’ after adjusting for confounding factors. y

@‘ter PSM, the sample contained 340 pairs.m
significant increase in OS [11.14 months (95% CI

0.4

Absolute Standardized Diff in Means

0.2

lsl—————___"'_'---III

9.60-12.68) versus 9.60 months (95% Cl 8.44— | o o2 o0« 05 o8 10 L |
10.75)] was seen in favour of triplets. Propensity Score Al Data atched Data
HR 0.77 (95% ClI 0.65-0.92), stratified log rank Kaplan-Meier curves of OS after Propensity score matching

test, adjusted for percentile groups of the PSM,

%0.004. / 100%

N agmman
/The effect appeared to be comparable fo? 205 :ﬁ?ﬁ:ﬂ*"
anthracycline based triplets (HR 0.78 (95% CI - Tg?uhlﬂ-cenﬂﬂred
S riplet-censored
0.64-0.94)) or docetaxel based triplets (HR 0.78 s
(95% CI 0.60—1.009)). The trend was similar after ; 50%
applying the CEM algorithm, with a HR of 0.78 “
o) —
@54 Cl 0.63-0.97), p=0.03. / % .
2
/Triplet therapy was viable and relative dose\ a
intensities exceeded 85%, except for cisplatin in <0%
DCX.
Triplets had more severe toxicity overall, 09, ey M—
especially haematological, hepatic and mucosal T s T T e T
deerse events. / Mornthe

Conclusions

Triplet therapies are feasible in daily practice and are associated with a discreet benefit in efficacy at the expense of a moderate
Increase in toxicity.
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PREVALENCE AND EFFECTIVINESS OF ANTIRETROVIRAL TREATMENT
COMBINATIONS USED IN HIV PATIENTS NOT COLLECTED IN GUIDELINES

L.Ruiz Gonzalez ', A. Alvarez Nonay !, M. Torralba Gonzalez de Suso 2, M. Rodriguez Zapata 2,
A. Horta Hernandez 1, A. Lazaro Loépez .
1. Guadalajara University Hospital, Pharmacy Department, Guadalajara, Spain.
2. Guadalajara University Hospital, Internal medicine, Guadalajara, Spain
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Most studies in HIV-infected patients focus on effectiveness of antiretroviral therapies (ART) combinations included in
clinical Guidelines. However few studies analyze the combinations not listed in these Guidelines

OBJECTIVES

To analyze the prevalence and effectiveness of ART combinations not included in HIV Guidelines

METHO DS /],m—m————

A retrospective observational study was carried out between January 2014 and December 2015. All patients with
ART followed for at least 1 year by the Outpatient Pharmacy were included.

ART were classified in two groups:

v All combinations listed in the Spanish National AIDS Plan Recommended Guidelines (GESIDA) for initial
antiretroviral therapy 2014-2015.

v Combinations not listed in GESIDA Guidelines.

To determine the effectiveness of the treatment, plasma viral load (VL) and CD4 + lymphocytes were
reviewed. Two analyses according to different criteria were conducted:

v’ Criteria reflected in Spanish GESIDA Guidelines: VL<50 copies/ml (undetectable) and CD4 repeatedly greater
than 300 cells/yL, at least twice consecutive.

v’ Criteria reflected in American DHHS Guidelines: VL<200 copies/ml (to prevent errors by blip) and CD4
repeatedly greater than 300 cells/uL, at least twice consecutive.

Data were analysed with SPSS 20.0 software.

RESULTo]ewrr—mPma2oarennni i - — ——————————————————————

245 patients were analyzed. 68,6% (168) were male. The median age was 48,5 years (lIC: 43,5 to 53).

ART ART
combinations combinations
included in not included in ETR + DRV/r
guidelines guidelines DRV/r + DOL 6 RAL
Total (n,%) 224 (91,4%) 21 (8,6%) DRV/r + RAL 6 DOL + MVC
VL <50 copies/ml and OR = 1.287; TDF 0 ABC +DRVIr + RAL
CD4>300 cells/pL 110 (49,1%) 9 (42,9%) 95% Cl OR: 0521-3174; 3TC + ETR + DRV/r + RAL
p = 0.584 FTC/TDF + DRV/r + RAL 6 DOL
VL<200 copies/ml and OR = 1.740; ABC/3TC + TDF + RAL
CD4>300 cells / pL 174 (77,7%) 14 (66,7%) 95% CI OR: 0.666- 4.545
p =0.253
HolN[WRIN I N VFr ————————— """~

v’ This study shows that few patients receive ART combinations not collected in clinical practice Guidelines.

v" The high power of current ART could explain the similar effectiveness between listed and not listed therapies in the
Guidelines.

NO CONFLICT OF INTEREST
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Use of a naloxone trigger tool and multidisciplinary causality assessment to
identify and confirm opioid related adverse drug events
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Introduction

* An adverse drug event (ADE) is a potentially harmful and unintended outcome of medicines use
* Naloxone is used to reverse opioid toxicity so is a useful indicator of potential opioid related ADEs
* Inthe UK, ADE trigger tools have been advocated for detecting ADEs associated with high risk drugs including opioids

* We aimed to measure the sensitivity of naloxone as a ‘trigger’ to detect opioid related ADEs in adult inpatients in a large acute teaching hospital by
applying a causality assessment tool to multidisciplinary retrospective case note review. /

: Objectives A

* To confirm opioid related ADEs identified from the administration of naloxone and calculate the positive predictive value (PPV) of the naloxone trigger
* To identify common drug/dose regimens associated with opioid related ADEs

J

\
/. Method \

Medication Safety pharmacists at King's College Hospital are sent a daily ‘trigger report’ listing adult inpatients who have been prescribed and
administered trigger drugs on our electronic prescribing and medicines administration system (EPMA)

* (Case note review forms are completed for each adult patient administered naloxone as listed on the ‘trigger reports’

* (Case note review forms completed between October 2014-September 2015 were included in the study. Naloxone doses administered in Accident &
Emergency, paediatrics and critical care units were excluded

* Each form was reviewed by a multidisciplinary panel who applied the World Health Organisation Uppsala Monitoring Centre Causality Assessment
System (WHO-UMC CAS)' to confirm opioid ADEs

* Confirmed ADEs were then assigned a severity of harm rating according to the National Coordinating Council for Medication Error Reporting and
Prevention (NCC MERP) Index?

* Positive predictive value for naloxone as a trigger event for opioid ADEs was calculated

\ Ethics approval was not required for the study /

Results 1 7 ™~

Table 1. Results of multidisciplinary case note review Results 2
Number of naloxone trigger events m * The Positive Predictive Value (PPV) for naloxone was calculated
to be 72.8%
Number of events excluded 17 e PPV — Number of true ADRs detected by naloxone
- 0 number of true ADRs+number of false positive ADESs
Number of unconfirmed ADEs \ /

Unlikely Conditional Unassessable 34

8 1 23 q Results 3 O

* Morphine sulphate accounted for 55/91 (60.4%) of confirmed
ADEs

e Commonly associated regimens included |V morphine infusions
iIn cardiac recovery (n=9) and post-operative patient-controlled
analgesia following hepatic and orthopaedic surgery (n=25)

Certain Probable Possible
54 13 24
NCCMERP Index harm rating

Category E Category F o1
90 1 \ /
/Discussion and conclusion \

* We effectively used the WHO-UMC CAS tool and a multidisciplinary team approach to reduce subjectivity and guide discussions in confirming ADE causality

* Using the criteria listed within the tool ensured a more robust and consistent approach to confirming ADEs and determining the PPV compared to single
reviewer assessment

* 90 out of 91 confirmed ADE cases (98.9%) were categorised as category E, and 1 as Category F. Category E ADEs are defined as ADES that ‘'may have
contributed to or resulted in temporary harm to the patient and required intervention’ 2

* |ncomplete documentation in the clinical notes was a limitation

°\Although time-consuming our methodology is generalizable and could be utilised in other organisations as a gold standard for confirming opioid ADEs /

References

1. The Uppsala Monitoring Centre. The use of the WHO-UMC system for standardized case causality assessment. 2012. Availableat [ N Abstract DI-024
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WRITTEN PATIENT INFORMATION: ANALYSING ITS QUALITY

P Selvi Sabater’.; J Leon Villar?; | Gorostiza Frias?, T Alonso Dominguez?; JC Titos Arcos?; N Manresa Ramoén?, M
Soria Soto?; MM Sanchez Catalicio?; J Plaza Aniorte?; C Garcia Motos-.

'Spanish Association of Hospital Pharmacy (SEFH). Spain
°Morales Meseguer General University Hospital, Pharmacy, Murcia, Spain

Background

Health systems promote patient involvement in healthcare decisions. In order to achieve this,
patients need information and often this is supplied in written support, so that the readability of the

text becomes a quality indicator.

To analyze the readability of patient information in hospital treatment provided by the Pharmacy
Department and to ensure that information is suitable for patients, regardless of their socio-cultural
level.

Material and Methods

All patient information sheets designed by the Bharmacy Service in 2015 to onco-haematological
treatments (oral) were analyzed and compared lagainst the same number of oncological information
sheets designed by oncological group of Spanish Saciety of Hospital Pharmacy (GEDEFO).
Regarding analysis of readability, two “readability indexes" validated for the Spanish language were

used.
206,84 — [(60 x (syllables/words)) + (words/phrases))].
I iENVAay VAl 206,835 — [(62,3 x (syllables/words)) + (words/phrases)]

As for the interpretation of the results, values below 60 are considered as unfit for sanitary material in
Fernandez-Huerta index, while values below 55 are considered in Flesch-Szigriszt index

A total of 11 onco-haematological treatments information sheets were included and compared with 11
sheets of GEDEFO.

Fernandez- Flesch- Fernandez- | Flesch-Szigriszt
Huerta Szigriszt Huerta
GEDEFO

Abiraterona 54,45 Capecitbina 75 70,1
Afatinib Etoposido 67,87 62,72
Axitinib Gefitinib 68,6 63,5
Bexaroteno Imatinib 67,2 62,13
Crizotinib Lapatinib 69,77 64,7
Dabrafenib Lenalidomida 72,15 67,16
Enzalutamida Nilotinib 74,07 69,17
Ibrutinib Sorafenib 73,51 68,56
Pazopanib Sunitinib 71,94 66,96
Regorafenib Temozolamida 73,61 68,68
Vandetanib Vinorelbina 70,9 65,87

55% do not provide

Conclusions

adequate information

All provide adequate
information

More than a half of the information sheets do not have an adequate readability index. This leads to trigger
a process of improvement in the performance of patient information sheets, in order to achieve adequate
readabillity for patient-focused medical supplies.

DI-060
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THE SWITCH FROM ORIGINATOR TO

BIOSIMILAR GROWTH HORMONE:
PATIENTS' EXPERIENCES

Bas van Vlijmen?, Linda van Gool? David Burger!, Mies Kerstens?, Ad Hermus?
Jan Smit?, Han Repping — Wuts?

'Radboudumc, department of Pharmacy
*‘Radboudumc, department of Internal Medicine, section Endocrinology

Introduction Results

207 adult patients received the letter to participate in this

* In 2014 our hospital introduced the biosimilar growth study and 79 patients (38.1%) completed the questionnaire.
hormone (BGH) to all patients due to the large difference in  Responders and non — responders did not differ in age,
costs between originator and biosimilar growth hormone gender, co-medication, duration of use of growth hormone

* The switch was conducted in cooperation between the
departments of Internal Medicine, section endocrinology, * 93% of the patients were satisfied by the counseling that was
Paediatrics and Pharmacy provided by the medical professionals and nurses

* Stakeholders (board of our hospital, patient council and the * 95% of the patients indicated that individual training on the
individual patients) were informed about the switch new injection system had been conducted

* We investigated the experiences of patients that use BGH * 98% of the patients was confident in using the new injection
after the switch system

Objective

The objective of the conducted study was to investigate the
experiences of the patient before, during and after the switch to
biosimilar growth hormone (Omnitrope®).

eeeeee

= disagree

highly disagree

Material and Methods

* To get more insights about the patients’ experiences a
guantitative evaluation was conducted.

* We have designed a questionnaire because this is the first
study conducted in this field.

* The questionnaire was desighed after discussion with
different stakeholders (medical professionals, nurses,
pharmacist)

* The questionnaire was sent in April 2016 so patients had over
one year of experience in the use of biosimilar growth
hormone.

* The questionnaire contained the following topics:

* Problems before switching to biosimilar D I SC u SS l O n a n d

* Education by the Radboudumc before, during and after

switching
* Efficacy of biosimilar growth hormone CO n C I U S I O n

* Possible adverse effects due to biosimilar growth hormone
* The use of the new injection system (SurePal®)

Patients were satisfied with the switch to biosimilar growth
hormone.
e Patients scored the switch with 8 / 10

o All pafcients that were switched to t?iosimilar growth hormone « Questionnaire was sent > 1 year after switch with possible
were informed by a letter about this study introduction of bias by remembering

* Patients could decide whether or not to participate in the  Good stakeholder management is quintessential
study

* Financial benefit for our hospital was considerable

* Patients could fill in the questionnaire on paper or online
* Anonymity was guaranteed during the study

Bas van Vlijmen, PharmD
Bas.vanvliimen@radboudumc.nl

Institute for Health Sciences

aggégPituitary and hypothalamic hormones Radb Oud u m C
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D), PERFORMANCE INDICATORS IN HOSPITAL PHARMACY:

\
CHU Sainte-Justine EXPERIENCE OF A TEACHING HOSPITAL WITH A DOCUMENTATION TOOL

Le centre hospitalier

universitaire mére-enfant Dubois S!, Lebel D!, Bussiéres JF!*

P Eamnour des enfians 'Département de pharmacie et Unité de Recherche en Pratique Pharmaceutique (URPP), CHU Sainte-Justine, Montréal, Québec, Canada.
“Faculté de pharmacie, Université de Montréal, Montréal, Québec, Canada
Université f"’\

de Montréal

Unité de Recherche
. en Pratique
Pharmaceutique

Background Objective

. Most professional pharmacy associations recognize . To describe the pharmacy indicators collected and . This is a descriptive and retrospective study
the importance of documenting pharmaceutical used by a teaching hospital . A documentation tool is
activities. . . .
= JOURNAL DE BORD DE JEAN-FRAN@OIS LE 2016-05-13, FONCTION CH - Used by pharmacists to collect and describe their
. Such documentation is usually a hospital-based ~ <Retour | Temierinpunts _____| workload since 1998
deC|S|On and relles On a Iocal Consensus Of Indlca- Emc;; _ DE?‘?T;E;;ME“ E’;;E‘Z’:m“ Rec :;c;h es;n.:;Sh TOTAL — Availa Jle On the hospital intranet
tors and tools. 500 -e 00 000 -ee S0 L .
- Completed by each pharmacist at the end of the
. Pharmacy practice does include the 5 principal axis: [ICJ, [IQ, E@ v Eé e day
Pharmaceutical services oo e o s o, P . Data were extr from th L
- . ] ] ] . ] ata were extracted from the SQL database
- Pharmaceutical care vsounsie.  owmndei - For all 27 indicators
| E| o) [T ) _ - .
- Teaching = For 2 fiscal years from April 1%, 2014 until March
Nb. divergences Participation Etudiants et Patients atie Interv. documentée st
— ResearCh non-intentionnelles 3 la tournée résidents externes emes o dossier 31 7/ 2016
_. Management ) O O ) O O AL o -9 000 200 . Only descriptive statistics were performed
| | Veule s cass s
Results
Table 1. Comparison of the number of pharmaceutical interventions Table 3. Profile of the average ratios depending on the
between 2014-2015 and 2015-2016 pharmacists’ function
e 125,520 worked hours
e 22% of interventions were written
e 136 676 patients’ fO”OW-Up Drug therapy adjustment 61765 (52.6%) 75710 (55.7%) +22.6%
i i Medication reconciliation at admission 7118 (10.2%) 8337 (9.9%) +17.1% AT B O 0 4,54 1,08 1,71 62,45
e 94,865 information requests nformation center
'] IR Continuity of care 10630 (9.0%) 12868 (9.5%) +21.1% 0,11 1,32 0,06 137,87
e 28% from external stakeholders Patient counseling 7285 (6.2%) 6317 (4.6%) -13.3% Management 0,62 0,32 0,12 155,51
e 5,545 students’ days Medical rounds 4729 (4.0%) 5609 (4.1%) +18.6% r'\gsi i\fvaﬁon order 0,54 0,98 0,04 8,67
Other interventions 4795 (4.1%) 5023 (3.7%) +4.8% Neonatology 5,41 0,97 1,53 37,78
/ \ Laboratory orders 3465 (2.9%) 3786 (2.8%) +9.3% Obstetrics-Gynecology 2,57 0,62 4,18 202,57
2014-2015 2015-2016 .
= Pharmaceutical Medication error management 3630 (3.1%) 3373 (2.5%) -7.1% Others 0,15 0,16 0,03 51,19
;i?::rle:ceutical Pharmacovigilance 2771 (2.4%) 3796 (2.8%) +37% zcae(rjeiatric Intensive 3.90 124 0.86 7116
etz Pharmacokinetics 2522 (2.1%) 2447 (1.8%) -3.0% o
Teaching Pediatrics 1,92 0,47 258 145,25
Medication reconciliation at discharge 2254 (1.9%) 1871 (1.4%) -17.0% .
® Research Preparations 0,41 1,46 0,06 102,83
Drug interactions 1287 (1.1%) 1390 (1.0%) +8.0% _
= Management Residents 0,28 0,06 0,41 35,91
Medication reconciliation at point of 351 (0.3%) 334 (0.2%) 4.8%
Figure 1. Comparison of the proportion of pharma- transition of care 0 J ’ surgery 5,39 0,66 3,98 99,45

imepT e SIEBRMEAEEE ctotienentors wsaumeg seosao00g  ssze

* A pharmacist works 1816 hours per year

/ \ Table 2. Comparison of different ratios between 2014-2015 and 2015- 60000 -
— 13556 14599 2016 50000 -
60000 - d 13820
000 | 40000 - 13262 External information
External patient's 2014-2015 | 2015-2016 | Changes request
40000 - follow-up 30000 - _ ,
. Internal information
30000 - " ]Icgfleorvr\‘lilj patient's Ratio Pharmaceutical Care/Services hours +2.2% 20000 - 30791 36992 request
20000 - P . , 10000 -
Number of patients’ follow-up/worked hour 1.13 1.05 -7.5%
- Number of informati ts/worked h 0.75 0.76 +1.8% ° |
0 | | umber of information requests/worked hour : : 8% 2014-2015 2015-2016

2014-2015 2015-2016

Figure 2. Comparison of the number of patients’ fol- Number of interventions/worked hour 2.00 2.04 +2.1% Figure 3. Comparison of the number of information
W_UD between 2014-2015 and 2015-2016 / Number of students’ days/1816 worked hours 82.56 78.16 -5.3% equests betweeni 2019-201> and 2015-2016
Discussion Conclusion
' 0 - - imi : : .. :
. The total number of worked hours increased by 13.3% between 2014-2015 and 2015-2016. Similarly, the total . This study describes the activity of pharmacists

number of information requests increased by 15.3% and the total number of pharmaceutical interventions increa-

_ _ _ _ _ within a teaching hospital
sed by 15.7%. These increases can be explained by the end of the pharmacist shortage in 2015 and full staffing.

. The use of a documentation tool is feasible and
useful to support the description and the
benchmarking of pharmacists in the healthcare
sector.

. The limited number of indicators and tool used allow rapid data entry (~ 5 min./day) to provide a workable solu-
tion. The web interface allow an autonomous data entry by each pharmacist.

. Data to be collected appear to be sufficient to describe with sufficient details the five axis of pharmacy practice.

. Collected data are used to benchmark current practices between years and teams ; benchmarking with other hos-
pitals is limited as there is no consensus on pharmacy indicators at a national level; data are not used to bench-
mark
individuals. Also, data are shared with pharmacists and administrators to support the funding of pharmaceutical
care year after year.

. Data collected can be used to support the
funding of pharmaceutical activities.

Contact : jf.bussieres@ssss.gouv.qc.ca
Conflict of interest : None - Funding : None
22" EAHP Congress, Cannes, 22-24 March 2017

. While data entry can be affected by a memory bias if the information is not entered the same day, data collected
appear to be relatively stable per individual.



Evidences about the roles and the impact of pharmacists: an action plan
of interventions to increase pharmacist awareness about these evidences

A. Barbier!, R. Lessard-Hurtubise!, F.Pettersen-Coulombe!, M.Jaatoul, J.-F. Bussieres!2

1Unité de Recherche en Pratique pharmaceutique, Département de pharmacie, CHU Ste-Justine, Montréal, Québec, Canada,
2Faculté de pharmacie, Université de Montréal, Montréal, Québec, Canada

Pharmacy practice is challenged by governments and authorities considering To describe an action plan of interven-
the costs of pharmaceutical services and available public funding. There is o tlions that should increase pharmacists’
growing body of evidences about the roles and the impacts of pharmacists. awareness about evidences on the
There are a limited number of pharmacists that is aware of the evidences. roles and the impacts of pharmacists.

This is a descriptive study. A literature search was conducted on Pubmed with the following terms: interventions, professio-
nal behavior and evaluation. Only systematic reviews on the effectiveness of interventions to change healthcare protessio-
nal behavior were included. Based on the literature and using a mind mapping technigue, we develop a map of the cha-
racteristics of inferventions that can change professional behaviors. Using the map, we discussed and idenftified the poten-
fial interventions that could be implemented to Increase pharmacists’ awareness about evidences on the roles and the im-
pacts of pharmacists. The action plan was discussed between research team members and interventions were selected by
CcoNnsensus.

. Previous research work has confirmed the limited use of theses evidences by pharmacists

. This study describes an action plan of interventions that should increase pharmacists’ awareness about evidences on the
roles and the impacts of pharmacists.

. While most planned interventions target an initial exposure 1o the web platform and the blog, the action plan should in-
crease pharmacists’ awareness of theses evidences and change their behaviours (e.g. know, search, find, read, use ...

theses evidences)

. The action plan includes different types of interventions, considering the current literature and the variable impact of
theses inferventions; the literature support multi-faceted inferventions rather than single one

. The current action plan will take place in 2016 and 2017 and should involve pharmacists, pharmacy students and
research assistants

European Association of Hospital Pharmacists, Cannes, France, March 22-24", 2017 GM-025

Contact: jf.bussieres@ssss.gouv.qc.ca Conflict of interest: None Funding: None
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Abstract Number: PKP-007/L01 CYTOSTATICS

DPYD SNPs AND DISEASEE FREE SURVIVAL AFTER CAPECITABINE-BASED
ADJUVANT TREATMENT

Garcia-Gonzalez X}, Pellicer M?, Garcia MI%, Garcia-Alfonso P2, Gravalos C3, Pachén V4, Martinez V5, Martinez-
Ortega P!, Sanjurjo M, Lopez-Fernandez L

1Pharmacy Department. Hospital General Universitario Gregorio Marafién. Instituto de Investigacion Sanitaria Gregorio Marafién liSGM. Madrid, Spain.
20ncology Department. Hospital General Universitario Gregorio Marafién. Instituto de Investigacidn Sanitaria Gregorio Marafion iSGM. Madrid, Spain.
3 Oncology Department .Hospital Universitario Doce de Octubre. Instituto de Investigacion Sanitaria Hospital Doce de Octubre. Madrid, Spain.
40ncology Department. Hospital Universitario Ramén y Cajal. Instituto Ramén y Cajal de Investigacion Sanitaria. Madrid, Spain.
50ncology Department: Hospital Universitario La Paz. Instituto de Investigacion Hospital Universitario La Paz. Madrid, Spain.

OBJECTIVES

Background: DPYD has a key role in fluoropyrimidines metabolism. The role of its genetic variants in drug efficacy and
toxicity has been widely studied, often with conflictive results. More information is needed.

PURPOSE:
To analyse if Single Nucleotide Polymorphisms (SNPs) in DPYD exon regions have an influence in Disease Free Survival (DFS)
in colorectal cancer (CRC) patients treated with capecitabine-based adjuvant chemotherapy.

STUDY DESIGN: INCLUSION CRITERIA: GENOTYPING:

¢ Observational, ambispective. * Age 218 years. OpenArray™ technology.

* Multicentical: 4 hospitals. * Stage II/1ll CCR. 7 SNPs in DPYD exon regions:

* N=138. * Capecitabine-based e rs12119882 e rs291593

* Median follow-up time: 30.1 months adjuvant chemotherapy. « rs1801158 o 544221623
* ECOGPS<2. * rs1801159 . rs6668296
* No renal/hepatic damage. e rs291592

RESULTS

DPYD 15291503
Median age (years) 67 (29-81) T . DPYD rs291593
i rs
Sex n (%) \‘T
Male 69 (50) < ] }'ﬁwﬂ 12-month DFS:
>
Female 69 (50) % 05 L\* ﬁi{gG : AA/_AG=901'6%
Hospital '(8“ o H : 6G=89.6%
Doce de Octubre 67 (48.6) g GG HR=2.15 IC 95%(1.1-4.23)
) » g n=87 p=0.026
Gregorio Marafion 56 (40.6) E
La Paz 12 (8.7)
Ramén y Cajal 3 (2.2) 00 DPYD rs1801159
0, ‘5 20"0 QDI‘U EUI‘U EUI‘U 10'0.0 12‘[0
Tumour stage n (%) Disease Free Survival (months)
1] 40 (28.9) 10
1l 99 (71.1)
o\o 0,87
Type of cancer n (%) Z
Colon 104 (75.4) DPYD 1801159 5 oo
o)
Rectum 34 (24.6) 12-month DFS: S
T T
Treatment n (%) ¢ CC/CT=93.7% § n=87
— >
Capecitabine + oxaliplatine 106 (76.8) * TT=88.7% < &
LN el HR=2.16 IC 95%(1-4.67) |
Capecitabine monotherapy 32 (23.2) p=0.051 L . i . . . ‘

Disease Free Survival (months)

CONCLUSIONS

*Genotyping of exonic variants in DPYD could be a successful approach to find new pharmacogenetic predictors of tumour
relapse in CRC patients.

*This are preliminary results that need to be validated in bigger cohorts with longer follow-up.

xandra.garcia@salud.madrid.org
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DOXORUBICIN PLASMA DETERMINATION BY HIGH
PERFORMANCE LIQUID CHROMATOGRAPHY

LI Casamada Ros, B Quintana Vergara, A Sanchez Alcaraz
Hospital Universitario De La Ribera, Alzira - Valencia, Spain

PURPOSE

<> To assess and validate the chromatographic conditions for
determining plasma doxorubicin (DXR). Linearity, accuracy,

precision and reproducibility inter- and intra- assay were

studied.

MATERIAL AND METHODS

The test products used were daunorubicin (internal standard)
and DXR (standard substance). The reagents used were
potassium dihydrogen phosphate, acetonitrile, water and
isopropanol. Free human plasma drug was provided by the

hospital laboratory analysis.

Equipment used in the study: a modular system of high
performance liquid chromatography (HPLC) Merck-Hitachi
composed of a pump, autoinjector system, fluorescence
detector, integrating software and a computer. A centrifuge and a

vortex were also used.

The stationary phase used was a S5um C18 chromatographic
column 150 mm X 4 mm, and the selected mobile phase was
0.05 M potassium dihydrogen phosphate (pH=3.55) and
acetonitrile 70:30 (v/v). The flow rate chosen was 0.6 mL/min
and the wavelengths of excitation and emission were 548 nm

and 470 nm.

RESULTS

The equation of the calibration curve (peak area and plasma DXR) was: y=-256,34 + 1231,27 x. The analytical technique had good

linearity. With 95% confidence it can be said that the intercept was between 162.4 and 350.3 area/C. With a probability of 99.5% the

value obtained and the actual value were not statistically different, therefore the method has the necessary accuracy. The

requirements of precision (repeatability and reproducibility) were also met. The coefficients of variation of plasma concentrations did

not exceed 10% for either intra or inter studies (repeatability and reproducibility).
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KETAMINE, REMIFENTANIL AND SUFENTANIL SYRINGES
PREPARED IN THE PAEDIATRIC SURGERY UNIT e,
| et
M. Pottier?, F. Bourdon?, N. Simon'2, D. Lannoy'2, C. Dhorne’, C. Berneron', B. Décaudin’2, L. Reumaux?®, P. Richart?, P. Odou'~. NO01-Anesthetics
'CHU Lille, Pharmacie, LILLE, France.
2Univ. Lille, EA 7365 - GRITA — Groupe de Recherche sur les formes Injectables et les Technologies Associées, LILLE, France. PP-022
3CHU Lille- Hopital Jeanne de Flandre, Service d’anesthésie pédiatrique, LILLE, France.
Background
'//////// ' In the pediatric surgery unit, low doses of IV analgesic and anaesthetic drug are daily used for anesthesia.
/22\ Thus, stock solution (SS) syringes are prepared each morning in post anesthesia care units, resulting from a

\ 10-fold dilution of commercial products. SS syringes are then extemporaneously diluted all day long by a factor
. of 2, 2.5, 5 and 10 to obtain serial dilution (SD) syringes administered in the operating ward.

Purpose

In the frame of the assessment of professional practices, concentrations of ketamine (Ket), remifentanil (Rem) and
sufentanil (Suf) were quantified in prepared syringes in order to evaluate the preparation accuracy of the anesthetist staff
before injection to children.

Material and methods
. SS and SD syringes
=| - Over a one-month period, S
-
O Ket, Rem and Suf samples were collected
© | Ketamine Sufentanil Remifentanil
O from SS and SD syringes
> e HPLC-UV-DAD method
Q| - Samples were quantified
=
p S
© . o) . . . .
—~ I Results were expressed by bias (%) Acceptance limits : biases of +10% of theoretical concentration
Results
STOCK SOLUTION SYRINGES
30
30
0w 25 20 |
% 0 Total error rate for " o Suf 5 ug/mL. Extremes biases [min; max] for
; Suf = 20% Q | +  Suf = [-25%; +22%)]
8 15 20 A I B . . 1] : s Ket 5000 pg/mL
> 23 22 . Rem=4% R S S R 3 * Ket 5000 pgfml. |, Rem = [-23%; +2%]
< 0 5 10° o 15 b o2o°. 25 ¢ 30 35
10 Ket = 8% . | | 1 ;| | | «  Ket = [-23%; +3%]
-10 - e Rem 100 pg/mL
)
0 1 2 O 20 I — Acceptance limits
Rem Ket Suf $ Days
Bias < +10% Bias > £10% 30
=> 8/73 syringes were not acceptable (11%) => Blases were out of acceptance limits for 3 days
SERIAL DILUTION SYRINGES
25
40 .
35 20 e Suf 1 pg/mL
g’a ” Total error rate for N ° o A . |4 E .  Ket 3000 ug/mL | Extremes biases [min; max] for
% ~ 26 . Suf=28% ° . ' 131 » RemS0pgiml . Suf = [-17%; +22%]
§ 0 Rem = 21% ° > . o I ) .o I * Suf 2 ug/mL * Rem =[-10%; +15%)]
é 15 19 - ! . ¢ | o _ .
= e«  Ket=14% =0 e b4 R S ¢ Rem 20 ug/mL |* Ket = [-7%; +14%)]
< 10 15 = 0 5 10 o, 15 20 25 , 30 35
5 o : R 4 Rem 10 pg/mL
5 10 A ° + %o
) 3) 2 10 4 . *+ . ¢ Ket 2000 ug/mL
Rem Ket Suf = Ket 1000 pug/mL
Bias < +10% Bias > +10% -15
0 ? Days Acceptance limits
=> 17/77 syringes were not acceptable (22%) => Biases were out of acceptance limits for 13 days
In total, 150 samples were collected on 31 days and biases were out of acceptance limits for 15 days.

Conclusion

22% syringes administered to children were out of acceptance limits. In order to reduce the occurrence of preparation
error in the ward, a preparation procedure has to be defined and its impact will be further assessed.

22nd EAHP Congress 22 - 24 March 2017 florence.bourdon@chru-lille.fr
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HOW TO IMPLEMENT IV ROBOTICS ="=eahp

F. Pilesi 7, D. Paolucci’, H. Bach @lgaard Mcnulty 2, C. Brincker Thiesen 2

I Loccioni humancare - Angeli di Rosora, Ancona (Italy)
2 Capital Region Pharmacy Clinical Pharmaceutical Services , Copenaghen, (Denmark.)

Background and purpose Material and metod

Denmark is one of the European countries that requires the Good Manufacturing A dedicated multidisciplinary team studied thoroughly the reference
Practices (GMP) certification to hospital pharmacies in order to compound documentation: EU Guidelines for Good Manufacturing Practice for Medicinal
medication. Products for Human and Veterinary Use. The analysis led to the definition of
In 2012 the Capital Region Pharmacy, the largest hospital pharmacy in Denmark, 89 User Requirements Specification (URS) associated to GMP requirements,
decided to invest in IV robotics to guarantee EU-GMP and GAMP compliance on a total of 143 URS addressed in the tender. The GMP requirements cover
through the highest standards of safety, quality and efficacy in several aspects like environmental conditions,equipment design, product

the compounding process. safety and efficacy, Documentations, Alarms alerts, User accessibility, training
The go-live of this technology was preceded by a tough qualification aimed and maintenance, data storage and record. During the tender, the competing
at assessing the new compounding process was GMP compliant. The GMP systems were challenged on each URS to verify their compliance.
qualification consists of several validation procedures in sequence: Design

Qualification, Factory acceptance test, Operational qualification, Installation

qualification and Performance qualification.

This poster illustrates a case study on how the technology can help hospital

pharmacy to be GMP compliant.

January 2013 November 2013
Factory #1 GMP inspection
Acceptance Test and certificate
May 2013 October 2014 September 2076
Installation; #2 GMP inspection #4 GMP inspection
Site Acceptance Test and certificate and certificate
September 2012 June-September 2013
Procurement Training
OO R O I O I OO L (O N O N O I O IO I
September 2013
October 2012 Go Live
Supplier Audit
August 2013
Performance Qualification

July 2013

: L August 2015
Operation Qualification LUgus

#3 GMP inspection
and certificate

January 2013 June 2013 -
Design Qualification Design Qualification

._\:
‘ 8
] V i _'.Z., 7
| W
)| ] )

U ® & .

. My, :

\ & Yo

=

o

Supplier Audit Site Acceptance Test Go Live GMP inspection and certificate

Results Conclusion

The system that scored best in the tender evaluation was APOTECAchemo. The installation of an IV compounding robot in full compliance with GMP
It fulfilled 74 of the 89 GMP requirements from the beginningand the regulations ensures benefits in terms of the highest level of preparation
manufacturer developed and validated the additional 15 before the qualification quality, operator safety, continuous monitoring of environmental condition

process. In November 2013 the Danish Health and Medicines Authority certified and reduction in human interventions in controls and reports.
that APOTECAchemo was totally compliant with the GMP regulations and

authorized the go-live. Since November 2013 3 additional inspections have

been successfully passed, without any deviation. Moreover, they approved the

use of this robotic system in a class C cleanroom, differently from the manual

compounding that now requires a class B cleanroom.

helle.bach.oelgaard.mcnulty@regionh.dk; rumancare

f.pilesi@loccioni.com; d.paolucci@loccioni.com; - J——
christian.brincker.thiesen@regionh.dk EL poteket



COMBINING A CLOSED SYSTEM TRANSFER DEVICE AND AN IMPROVED
DECONTAMINATION PROCESS TO DECREASE THE CONTAMINATION INSIDE
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Background: Despite the use of closed system drug transfer devices (CSTD), a residual contamination by antineoplastic drugs is
still retrieved inside isolators®. Improving the chemical decontamination process has been proposed to reduce more efficiently
this contamination.

Purpose: This study aimed to assess the decontamination efficiency inside isolators of two different decontamination processes

associated to a CSTD.

Material and methods

@ Prospective and comparative study (3 months) performed in a newly . f'é‘ ’ |
opened compounding unit equipped with 4 isolators (Sieve, Villeurbanne,
France)

& Two decontamination strategies tested both using a CSTD (Fig. 1)

& 8 drugs monitored (cyclophosphamide, cytarabine, dacarbazine, ==standard cleaning procedure (Anioxyspray, Anios, Hellemes, France)

Decontamination procedure tested:

Intervention |4 | | | |
L]

dOXOrUbICIne, SFU, gemcitablne, ifOSfamIde and irinotecan) - Chemical decontamination with sodium dodecyl sulfate 102 M/isopropanol (70/30)
- Rinsing with sterile water .
& Dosing by UPLC-MS/MS (Xevo TQS, Waters, Guyancourt) - Standard cleaning (Anioxyspray) Figure 1

& Daily sampling of 3 surfaces (gloves, inner surface of window, workbench) before and after daily cleaning process
& Main outcome measures:

» Contamination rates (CR, % of samples revealing contamination) compared using a Chi? test (p < 0.05)

_ Y o(ng) after cleaning )
. @(ng) before cleaning

* Decontamination efficiency by drug (Eff,, in %) computed according to Anastasi et al.’: Effq= (1

Results

@ No contamination before the beginning of the study and no significant difference in the drug amount compounded in each
isolator

@ Significant difference in the overall contamination rates after cleaning process: OR=0.341 (Fig. 2)

& Better decontamination efficiency for 4 out of the 6 most contaminating drugs (Fig. 3)

& The overall decontamination efficiency (Effy) on decontamination days reaches more frequently values > 90% (Table 1)

<0.0001
Control

Cytarabine

Effq=0% 36 %

I3
z
e
<
o
@
£
£
S
£
S
o

Effq > 90 % 7%

B Control after cleaning B Intervention after cleaning =———(ffq Intervention ====Effq Control

Cyclophosphamide

Effo = 100% 0%

Figure 2 Figure 3 Table 1

Discussion — Conclusion

& Combining a decontamination protocol, comprising a tensioactive agent, to a CSTD leads to a better chemical decontamination
inside isolators.

@ Improving the decontamination protocol is still necessary to remove all the residual drugs (e.g. 5FU) and to achieve more
frequently a contamination close to 0 ng.

References: ! Simon et al., Plos One 2016; 11(8):e0161415 — 2 Anastasi et al., Ann Occup Hyg 2015; 59(7): 895-908
Conflict of interest: Becton-Dickinson had partially supported the study in paying for samples dosing and provided PhaSeal devices
Keywords : Security, Antineoplastic drugs, compounding, closed-system transfer devices, chemical contamination




STABILITY STUDY OF 100 MG/ML PAEDIATRIC
PYRAZINAMIDE ORAL SUSPENSION IN SYRSPEND

P.-N. BOIVIN', C. GEFFROY?, C. TRON3, C. LUANS', M.-A. LESTER/,
"Pharmacy department, Rennes University Hospital, Rennes, France ; 2 Pharmacy department, Vitré Hospital,
Vitré, France, 3 Pharmacology Laboratory, Rennes Universiy Hospital, Rennes, France

=eahp

Buropean association
ol hospital pharmacists

BACKGROUND

Pyrazinamide (PZA) is an antituberculosis agent used in adjunctive treatment of tuberculosis infection in combination with other
antituberculosis agents as isoniazid, rifampicin and ethambutol. Tablet form is unsuitable for pediatric patients and leads the
pharmacist to produce oral suspension. Data about PZA stability in oral suspension are scarce and were got several decades ago.
Thus, new stability informations are needed.

PURPOSE

Determine the stability of 100 mg/mL PZA oral suspension in commercial compounding excipient : Syrspend® SF PH4.

MATERIAL AND METHODS

Stability study according to the ICH guidelines
3 batches of oral suspension of PZA at 100 mg/mL-> storage at room temperature in amber vials

Day : DO - D3—-> D5 D8 D15 D30 D60 =2 D90

Mesure of pH | - Using a validated analytical
| method . |
SHenomenal ® VWR | - Quantification of PZA - Test.usmg colony counts on media
Hmeter - Detection of degradation product platings
| v P : oThe - Trypticase Soja (35°C)
'!T;_/‘ esure of osmolality - High Performance Liquid Chromatography - 1/10e dilution of suspension in water
= Advanced Instruments with Ultraviolet detection
- Mobile phase : acetonitrile/phosphate buffer - DO
Model 3250°
e ater oH 3 (40:60 v/v) - D15 A
? - Column : WATERS C18 ATLANTIS T3 column - D30 S ==
Visual inspection (150 x 4.6 mm, 5 um) - D60
- - Flow rate : 1 ml/min; A=270 nm - D90
RESULTS
Physical stability Microbiological stability
v No change of physical properties was v Microbiological media plates remained
observed during the studied period free of any bacterial and fungal colony
Chemical stability
Variation of pH and osmolality of PZA oral Quantification of PZA
suspension 100 mg/mL < 110%
4,50 200 < 1050
= N 105%
4,30 180 = “
e e e et g 0 100% W
4,10 160 B 9
- ~ © 0
o g s 95%
S S
S S 90%
3,70 120 § § Measured concentrations within + 5% of the nominal concentration
© 0
3,50 l l l l l l l 100 S 8>%
DO D3 D5 D8 D15 D30 D60 D90 §

80%
==pH ==0Osmolality (mOsm/kg) DO D3 D5 D8 D15 D30 D60 D90

Analysis Time

v No degradation product
(Days)

95% confidence interval of the mean (100 mg/ml)

Chromatogram of PZA (270 nm) 96.61 < X < 100.82

98.28 < X< 103.69
95.20 < X< 100.69
95.27 < X< 101.73
95.46 < X< 102.59
96.97 < X< 101.93
99.75 <X <104.92
96.87 < X<104.33

D

=
92

0.20 040 060 080 100 120 140 160 180 200 220 240 260 280 3.00 3.20 340 3.60 3.80 4.00
Minutes

CONCLUSION

Finally, 100 mg/mL pyrazinamide oral suspension in Syrspend® SF PH4 is stable for at least 90 days at room temperature, so we
determine a shelf life of 90 days for this preparation. Eventually this oral suspension could be used in children with tuberculosis
infection throughout all the treatment duration usually recommended (3 months).
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Hypoglycaemia is defined as a blood glucose (BG) <4 mmol / L. Hypoglycaemic events in hospital inpatients with Diabetes Mellitus
have been associated with increased morbidity and mortality and increased length of stay?2. In the National Inpatient Diabetes
Audit 2013, 15.8% of hospital in-patients had a diagnosis of diabetes®. Of those patients, 22% experienced at least one
hypoglycaemic episode. Internationally, it had been reported that events were not treated as per evidence base 2.

® Determine the proportion of hypoglycaemic events ® 73% (n=108) of hypoglycaemic events in the baseline
treated in line with hospital protocol. audit were treated with a short acting carbohydrate

* Implement quality improvement initiatives. compared with 81% (n=123) in the reaudit (P>0.05).
* Determine whether implementation of quality improvement * Lucozade® was the predominant short acting carbohydrate used
initiatives improved the management of hypoglycaemic events to treat hypoglycaemic events throughout the study, (n=105,
and compliance with local protocol. 71% in the baseline audit, n=119, 79% in the reaudit). Of those

events treated with Lucozade®, 33% (n=49) were treated with
the recommended amount in the baseline audit, increasing to

71% (n=106) in the reaudit (P<0.05) (figure 3).
® Local ethical approval was obtained .

®* The sample size was chosen to detect a 25% Nt o Fpides 0
improvement with +8% precision o [P<0.05 = tawr
* Baseline adherence to the hospital hypoglycaemic protocol was @ 7\ Auit
determined by analysis of 148 retrospective hypoglycaemic » Reaudit

events which were observed in a sampling frame of 459 general
medical and surgical inpatient beds over a five week period.
® Educational interventions were undertaken:
o An evidence based protocol was developed and approved by the
Drugs and Therapeutics Committee (figure 1)

Figure 3. Amount of oral short acting ini —audit 100mls

There was limited compliance with retesting of BG within 15

o Nursing Forum Presentation minutes in the baseline audit (repeated within 15 minutes in
o Medication Safety Alert and Hypoglycaemia Competition Quiz 9.5%; within 30 minutes in 25%). Compliance with retesting
with prize were developed (figure 2) BG after 15 minutes improved significantly (P<0.05) in the

* A reaudit was undertaken on 151 hypoglycaemic events using the reaudit (BG repeated within 15 minutes in 31%; within 30

minutes in 64% of events) (figure 4).

100

same sampling frame assessing adherence to the new protocol

Number of 80

hypoglycacmic P P<0.05 Y4
episodes == Target Time
w© e S

m__:b%

0

MMUH MEDICATION
SAFF] RT

Audit

Reaudit
0-15 16-30 3145 46-60 60 or ot

retested

Figure 4. Time taken to retest blood glucose - auditstandard = 15 minutes

®* We established that hypoglycaemic events are
common among our inpatients.
® The proportion of events that were treated in line with
hospital protocol was low in the baseline audit.
®* The provision of a clear, colour coded evidence based
hypoglycaemia protocol and a multifaceted educational drive,
improved management of hypoglycaemia, in particular the
amount of short acting carbohydrate given and time to BG
retesting. This has improved patient safety.
® Continued improvement initiatives are required.

m‘l&

Figure 1. Newly developed MMUH
Hypogylcaemia Protocol Figure 2. Medication Safety Alert
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Risks and inefficiencies in hospitals caused by inadequate packaging
of oral medications

BACKGROUND. Lack of adequate packaging of oral solid medications is an important source of inefficiency in
hospitals. This inadequate labeling requires the pharmacy to repackaging them. This process generates new
potential medication errors because repackaged pills look-similar, making easy to confuse them with one another.

PURPOSE. To evaluate the extent to which drugs prescribed to inpatients were manipulated in hospitals because of
their inadequate marketed presentation (because data appear printed for a group of pills rather than each one).
Wasted in the process of adequation of medication trade-dress were evaluated, as was the proportion of look-alike

repackaged drugs.
MATERIAL AND METHODS

A prospective longitudinal study was carried out (14 days) in a tertiary hospital. Pharmacotherapy prescribed to
adult admitted patients was daily evaluated (410 beds). Using a CPOE program (FarmaTools®) pharmacists
checked the number of repackaged look-alike drugs dispensed to these patients on a daily basis. Moreover, we
checked the number and time consumed in repackaging pills.

RESULTS
Pharmacotherapy of 4,199 inpatients was analyzed. P“"EQ"@,?Z‘;T“
Of them, 2,000 received at least one repackaged pill. Inadequate marketed
drug package for using in
Oinpatients with hospitals
none -
:)eilfa"kaged HOSPITAL PHARMACY
Reception of Inadequate
Winpatients with marketed drug package
at least one supplied to hospitals
repackaged
pil P ——
armacy technician Potential look-alike
) ) . Repackaging of medication error
Admitted patients received a total of 3,336 repackaged look- medications
alike drugs. -
Specialties most frequently involved were Internal Potential look- Pharmacy technician
L. L. . alike medication Storage of repackaged
Medicine(73.3% of their inpatients) and Hematology(70.7%). error medications
13,758 units were repackaged in the pharmacy service, which -
meant that 983 media of look-alike medications were Pharmacy Technician Potential look-alike
. . . Repackaged medications medication error
generated every day (80 minutes approximately were daily preparation and
Wasted ) - dispensation
o
Potential look- Nu'rs'e .
alike medication Drug administration
error
——_—
PATIENT

‘ 5 [ ’l.'

= = Flowchart: Weak points for look-alike
Over the study period, a dispensing error related to look-alike medication errors involving repackaged drugs

repackaged pills occurred because of confusion in their storage. used in a hospital.

CONCLUSIONS
There is a high rate of inadequately marketed oral medications being dispensed to inpatients. Medications
marketed in blister packs require individual pills to be repackaged by pharmacy services, leading to a waste of
time. This process may constitute a hazard to patient safety, increasing medical errors because repackaged pills
look similar.
Drugs regulatory agencies should promote standards for packaging and labeling of drugs individually identified to
improve safety and efficiency in the medication use process in hospitals



Analysis Of Medication Use By Frail Elderly
Patients With Frequent Hospital Admissions
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Background

Unplanned readmission to hospital following discharge is a major problem in the elderly'. Medication attributes to 5-

8% of unplanned hospital admissions? and 29-35% of hospital readmissions3. Hospital readmission has a negative

impact on the health and well-being of an older person®. However, there is a lack of evidence of the association of

medicines-related risk factors with frequent readmission. Inclusion of known risk factors could improve readmission
risk predictive models.

Aim and objectives Methods

The aim of this study is: This retrospective cohort analysis examined discharge

» To explore the medicines-related characteristics of frail  summaries of 100 patients aged 75 and over, with 3 or
elderly patients with frequent hospital admissions into a more episodes of unplanned medical admissions into the
large NHS teaching hospital Trust in England. study site in 2015.

Objectives are: Patients were randomly selected from a larger sample

» To determine the patterns of frequent hospital and data was collected for the following:

admissions amongst frail elderly patients. »Number of medicines prescribed,;

» To describe the number and type of medicines »\Whether medication changes were made;

prescribed for frail elderly patients with frequent » \Whether they were prescribed a high risk drug®;

readmissions. » Whether they were on a potentially inappropriate
medicine (PIM) as defined by the Beers Criteria®.

Results
Distribution of frequently admitted frail *The median number Of admiSSionS per patient was [ Number of patients prescribed individual

elderly patients amongst categories of high risk medicine groups

polypharmacy (n=100) 4/ year (IQR range=1).
»89% (n=100) of patients were prescribed at least
one high risk medicine.

» (8% (n=100) of patients had their medicines
changed during their second admission episode.

»48% (n=100) of patients were found to be taking
at least one PIM. These include alpha-blocker,
hypnotics, anti-psychotics, tricyclic anti-
depressants, anti-muscarinics, high-dose
spironolactone (>25mg/day), high dose digoxin
(>125mcg/day), and flecainide.

Discussion and Conclusion

» A large proportion of patients had severe polypharmacy (210 medicines), with complex medication regimes
consisting of high risk medicine(s) and PIM(s).

» The full range of Beers Criteria was not used in this study, as clinical judgement could not be made from examining
discharge summaries. The proportion of PIM(s) use may be an underestimation.

»\We are currently carrying out comparison statistics of this data against those of less frequently admitted frail elderly
patients, which will provide an indication of the significance of these findings.

» Targeted deprescribing, close monitoring of high risk medicines and improved discharge planning will facilitate safe
medicines use In this patient population .
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SIMULATION TRAINING: AN INNOVATIVE AND EFFICIENT TOOL T
TO TEACH MEDICATION RECONCILIATION TO PHARMACY STUDENTS

L. Boissinot, L. Gutermann, C. Borja-Prats, A. Maire, J. Eger, F. Viguier, C. Benmelouka, L. Zerhouni, J. Raffin, L. Harcouét, C. Bardin, O. Conort, F. Chast
Clinical Pharmacy Unit - HOpitaux Universitaires Paris Centre, Site Cochin : 27 rue du Faubourg Saint-Jacques 75 014 Paris

||.BACKGROUND || PURPOSE
Medication reconciliation (MR) is an essential clinical pharmacy activity requiring appropriate knowledge, skills and To assess:
behaviors. v’ feasability,

v effectiveness

To standardize students” MR learning in hospital, a simulation training program on best possible medication history (BPMH) of a training program on BPMH

was developed for clinical pharmacy students.

|_MATERIAL AND METHOD

= Educational objectives: e
. j . i "_'j 10 min ['_J Draw of the | B = =—= S Care
— To formalize a comprehensive BPMH ceerEree = S planning
= To conduct a patient interview. |=Objectives and progess of the session;
.. .. : Sheet of Computerized
Training program divided into 3 parts. |=Presentation of the material available collection by "l — =—— Si besoin orescription
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Reconciliation

- | 50 min . S .
| il 2 evolutive scenarios depending on the — |
PART 2: Simulation technical session decision-making of students Medical record Patient interview Commgﬂgxepgﬁmac'“ pfg;‘c‘ﬁfptggn Detail(s)

*Finding information (10 min);

(..

=Patient interview (15 min x 2);

=

=Formalization of the BPMH (10 min). P§onhga|
medaication

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

a N

PART 3: Tutored practice in clinical unit = Collection of students’ experiences and feeling;

= Focus on achievements and areas requiring improvement;
= Discussion about the case;
= Comparison of the BPMH to the prescription at admission;

= Answers to the questions of the students.

DEPLOYMENT OF THE TRAINING PROGRAM

The effectiveness was assessed by the achievement of the first 3 levels of Kirkpatrick’s Model :

Evaluation from an organizational point of view
regarding the respect of the :

« Behaviors » using a satisfaction survey.
« Learning » using a knowledge quiz before and 1 month after the training.

= Traning planning,

2 i Lmm mmtmm Al A bemm b s Al _ o/
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\
).
« Reactions » observed by trainers with a competency sheet (29 skills)

r

Se
=
=
<
<
i

= Continuity of pharmacy activities

[ RESULTS

Number of students : 39 Trainers : 2 pharmacists Study period : 1 year Number of training sessions : 4 sessions during a week (mornings)
Reactions Learning Behaviors
% of Quiz’s mean score before training 14/20 Acquired - PART 2
~ improvement Quiz’s mean score after training 18/20 +
A Hcfiad Not at Test your knowledge ! — SIGNIFICANT difference p-value <5x10-1° Preparation of the patient interview:
re you sautsne ota : . (1 or more good answers*/question) : . ' ,
about: o Lttle Satisfied Very i I 6) To formalize a BPMH, it Is best to consult . Communication techniques (behaviors,
1) Medication reconciliation a. at least 2 sources of information . 4 ! . U d _
Training (overall)? 0% 5% 51% 44%  a.is a formalized, interactive and b. at least 3 sources of information - 2272 wording of questions, attitudes...);
Theoretical part ? 0% 0% 67% 339 multiprofessional process guaranteeing the ¢ 3|l sources needed . Collection of information during the
oractical part 2 0% 0% 4% £ 65 continuity of care d. first the patient then medical records and interview: medications prescribed, self-
I 't i i i i - . . - . i
i :[: Cla Fl)a - 0 0 0 0 b. is iiSIth]ple interview of the 12% drug boxes brought by the patient med|Cat|0nS, « SpeCIﬁC » medications
Ifficulty level o o 0 o o patien e. first prescription hospital admission then eve drobs. creams harmaceutical
senarios proposed ? 0% 3% 69% 28% c. promotes the communication between the patient and the medical record (ey P>, ), P _
T care teams f. medical records and drugs boxes brought record, allergy, name of the community
AV?'Iab'l'ty of 0% 39, 36% 62% d. allows you to limit the medication errors at by the patient, the patient and possibly pharmacist...
trainers? transition points community pharmacist
Overall duration of . . . . 2) Medication reconciliation can be achieved = 7) Who can be involved in the medication o
the training? 0% 5% 10%  85% | 4. atthe patient admission 12900 reconciliation process Requiring improvements - PART 2
b. during a transfer ' a. nurses 0% ~ I {
) c. at the exit of the patient b. physicians \J :
m 3) Medication reconciliation can highlight h i - Order of questions;
> >97% of students are satisfied or very satisfied. . C. pharmacists . Collecting dosages for each drug;
w a. a noncompliance ) d. students . S
= b. an unintentional discrepancy 13% e technicians . Making a photocopy of the prescription
t c. a drug error 8) Regarding the technique for patient if the patient provides it during the
E': Do you think we should No Yes d.an inade-qu?te .dosage interview, it Is recommended 15% nterview;
™ L , . a contraindication a. to focus on closed questions : . If necessary, asking again details to the
Make this training systematic ? 3% 97% f. self-medication b. to focus on open questions vatient when ou return the
Keep the actual theoretical/ 4) An unintentional divergence may (. to tell the objectives of the interview , y
i o ? 33% 67% correspond to - d. to use simple words oharmaceutical record or the
pratical ratio : a. omission of the drug usually : 9) What patient criteria have to be taken into prescription;
Increase the number of 36% 64% taken by the patient account before interviewing the patient : . Regarding the community pharmacist
scenarios ? b. drug (.t)sdage higher than dosage usually 3. age | 36% vhone call: asking a fax of the
Keep simulation session in 35% Preseribed - b. history of memory disorders orescription;
, 67% c. voluntary addition of a new drug on the or signs of dementia . . .
group of 2 students (alone) admission drug prescription c. Fluent in French language : Starnng by asking open questions to the
Keep a 1h30 duration for each 8% (shorter) d. Drug dosage lower than dosage usually (. no, all patients should be questioned patient.
simulation session ? 18% (longer) 4% prescribed 10) Retroactive medical reconciliation : . .
5) What are the sources of information g, isthe comparison of the BPMH 36% Acquired — PART 3 (opinion of tutors)
during the reconciliation ? to the drug admission prescription +
= 100% of students believe they have acquired| a. Patient (or family) 267% b. allows to communicate the BPMH for the
new knowledge and that this training will result b. Community pharmacist realization of the admission prescription . All of the skills have been acquired;
in a change in their professiona| pracﬁce. ; E?)E:r:ma(r:]?tunrfa:'sreecord c. allows to propo.se eqL.JivaIent.s of o . All students were able to formalize a
100% d make th o Gener;I przct?ﬁonner ; Xﬁatme”ts a"a"ag!e n h°5p.'ta'ba priori comprehensive BPMH and to conduct a
o o would make this training systematic . . . Allows to correct discrepancies between : : : . "
f. Personal medication the BPMH and the admission prescription a patient interview “serenely”.
g. Prescripl'ion posteriori
o *Answers: 1)a, c,d. 2)a, b,c.3)a,b,c,d, e, f.4)a,b,d.5)a,b,c,d,e, f,g.6)b,c,f.7)a,b,c,d,e.8)b,c,d.9)a,b,c.10) a, d.
o R LS
e
Traning planning and continuity of pharmacy activities were respected.
Simulation is an innovative, playful and relevant tool. ||| |t allows to combine the 3 qualities needed for a good MR ||/ This training will be substained and could be extended
This training, standardizing the students” MR learning, oractice: knowledge, skills and behaviors. to ot.h.er professionals such as hospital pharmacy
is effective and feasible in hospital. technicians.
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DOES THE COMPLETION OF A RISK ASSESSMENT TEMPLATE IMPROVE THE RATE OF APPROPRIATE
VENOUS THROMBOEMBOLISM RISK MANAGEMENT FOR HOSPITALISED MEDICAL PATIENTS?

PS 108

« VTE is associated with substantial morbidity and mortality (-2)

= 34 VTE related deaths in Europe are linked to hospitalisation ()

- Patients with multiple risk factors for VTE are at greater risk 4.5

+ NICE (UK) recommends completing a risk assessment for all
hospitalised patients ©)

» Risk assessments are often not completed in a busy hospital
environment

Objective(s) |

~

s This study aimed to assess whether completion of a VTE risk
management template (fig.1) could positively influence
appropriate VTE risk management. )

/,/ - T \\

» Arisk management template (RMT) was created and attached to
the medication administration record for medical patients
admitted to the hospital from the acute medical assessment
unit (AMAU). Medical patients from the Emergency Department
(ED) were admitted without recourse to this assessment
template. Details of the VTE risk management of patients
admitted from both units were collected and compared.

N ) y,

Authors: Oran Quinn, Jeremy Sargent, Elaine Conyard, Our Lady of Lourdes Hospital, Drogheda

BO1 - Antithrombotic
agents

Fig. 1

VENOUS THROMBOEMBOLISM RISK
ASSESSMENT

Addressograph

TO BE COMPLETED FOR ALL ADULT PATIENTS, EXCLUDING PREGNANT WOMEN

Medical patients with normal mobility do NOT require
prophylaxis — assessment complete, tick, sign and date

STEP ONE — ASSESS PATIENT RISK FACTORS (tick)

General Risk Factors

Age >60
Dehydration

Critical care admission

Obese with a BMI >30ka/m2

Active cancer or cancer treatments

Significant co-morbidities e.g. Heart disease,
metabolic, endocrine or respiratory pathologies
Acute infection or inflammatory disease
Personal/first degree relative history of VTE
Known thrombophilia

Varicose veins with phlebitis

Post partum (up to six weeks post delivery)
Hormone replacement or Oral contraceptive

Surgical Risk Factors

Age >60
Surgery involves pelvis or lower limb >60min
Total anaesthetic and surgical time >90 mins
Polytrauma

Acute admission with inflammatory or intra-
abdominal condition

Risk Factors |
| Expected reduced mobility* for at least 3 days | |
ced mobi ]

relative to normal |
nifcant portion

of day in chair

STEP TWO —
Active bleeding

IDENTIFY RISK FACTORS FOR BLEEDING (tick)

Procedures with high bleeding risk

History of bleeding post-procedure

Lumbar puncture/epidural/spinal anaesthesia or
analgesia within previous 4 hours/next 12 hours
Untreated inherited bleeding disorders

Thrombocytopenia (platelets <50 x 109/1)
Acquired bleeding disorders (e.g. acute liver
failure/DIC)

Acute stroke — consider risk versus benefit

Uncontrolled systolic hypertension
(>230/120mmHa)

Concurrent use of anticoagulants (such as warfarin
with INR >2, Dabigatran, Rivaroxaban Apixaban)

STEP THREE — RECOMMENDED PROPHYLAXIS (tick) Do not proceed to step three if any risk factor for bleeding

Low Risk Surgical
No risks factors

Orthopaedic or
High Risk Surgical
Any surgical risk factor
+ any general risk factor

Medical
Reduced mobility
+any general risk factor

TEDS only
Enoxaparin 40mg o.d.
Enoxaparin 40mg o.d

or

Moderate Risk Surgical +
Any Surgical Risk Factor TEDS
TEDS (if enoxaparin is

contraindicated) Enoxaparin 20mg o.d
+ TED

Prescribed O

Prescribed [OJ Prescribed [

eGFr <30mI/min I
Weight Based Dose adjustments

Enoxaparin 20mg o.d. +/- TEDS
100-150kg

<501 >150kg
Enoxaparin 20mg o.d. Enoxaparin 40mg b.d. Enoxaparin 60mg b.d.
« All Patients-Continue prophylaxis until mobility no longer significantly reduced, and/or patient no longer at increased risk of VTE
« Surgical patients - Prophylactic Enoxaparin to begin on admission UNLESS surgery anticipated within 12 —18 hours. Restart after surgery when
bleeding risk allows (usually 6~12 hours post-oj
« Prophylaxis for hip replacement should continue for 28-35 days and 10-14 days for knee replacement
« Extend pharmacological prophylaxis to 28 days for major cancer surgery in abdomen or pelvis.
indications to anti i ings (TEDS) — acute leg ischaemia, acute stroke, cardiac failure, fragile skin, major limb deformity,
pressure sores, peripheral arterial disease, peripheral neuropathy, recent skin grafts or flaps

(- 207 patients were included for analysis - AMAU (n=122) ED (n=85). )

/

_—

+ 73.8% of AMAU patients were offered appropriate prophylaxis + Twenty doctors admitted patients from both locations during the
. compared to 54.1% of ED patients (p=0.0074) study. Their median percentage of appropriate risk management
P for patients admitted from the AMAU was 100.0% (IQR 50-100)
|« Patients in AMAU with a completed RMT were significantly more compared to 46.5% for the same group of doctors admitting
likely to be offered appropriate prophylaxis than patients without patients from ED (IQR 18.8 - 80.0, p=0.0428). (Fig. 3)
. a completed template (p=0.0153) and patients in ED (p=0.0001). ) ‘\\ Y,
Fig.2 ~ Fig.3
% Appropriate prophylaxis for patients Individual Doctors Median % Appropriate Risk
- with/without completed ’s Management
ED patients with no
completed RMT
AMAU patients with 100
no completed RMT
80
AMAU patients with 60
completed RMT 86.0
40
0 20 40 60 80 100 20
0
|+ 86% of patients with completed risk assessment templates were Patients admitted Patients admitted
given appropriate prophylaxis compared to 65.3% of AMAU from AMAU (IQR 50- from ED (IQR 18.8-80)
patients without a completed assessment (p=0.0153) (Fig. 2) ) 100)
| Conclusions |
/+ Patients with a completed RMT were significantly more likely to be offered appropriate prophylaxis than patients without a N
completed template.
« Individual doctors were significantly more likely to manage a patients risk of VTE appropriately when they completed a RMT.
» This work demonstrates the value of completing VTE risk management templates on admission for all patients to ensure appropriate
\__prophylaxis is offered to patients at risk.
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