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TUIS

El programa

16.00-17.00 | Coffee break

10.15-11.45

Pfizer G4
"Non-Vitamin K antagonist Oral Anticoagulants (NOACs): Advancing patient care in
stroke prevention and venous thromboembolism"
Leo Pharma F4
"Anticoagulation in active cancer: Special considerations"

13.30-15.00 | Lunch Hall B

Hall B

ice. What changed with

Hall B - Booth no 26

Gothenburg, Sweden, 21-23 March 2018

“ Congress of the European Association of Hospital Pharmacists

g Seminar 1G1 - The efficient pharmacist - Prioritising tasks and designing processes F24F3
ACPE UAN: 0475-0000-18-024-L04-P. A knowledge i ACPE UAN: 0475-0000-18-009-L04-P. A knowledge based activity.
M'B Aretin' F EI'IBEIS R. Fernandes; A. Jacklin
o ML
Seminar SPD1 - Medicines shortages - A reality check? F5
ACPE UAN: 0475-0000-18-013-L04-P. A ki ledge based activity.
Seminar PC2 - Hospital mergers and the centralisat 1. Eloppe-Tittiy; N Linds-Laursen R
ACPE UAN: 0475-0000-18-016-L04-P. A knowledge
. " , ~Seminar PC1 - Clinical trial regulation and ethical committees A3
45 A. Vermes; S. Crauste-Manciet < ACPE UAN: 0475-0000-18-015-L04-P. A knowledge based activity.
ﬁ wl; Krdmer®; C. M. Romeo Casabona
1120 Best Seminar IG2 - The productlve pharmaclst - Process Seminar PC3 - Hospital pharmacists involved in ATPM and in Risk Assessment G3
i " o 104, ACPE UAN: 0475-0000-18-017-L04-P. A knowledge based activity.
— ACPE UAN: 0475-0000-18-011-L04-P. A knowledge H TR Rt
pathways V. Zardet; M. Frachette
11:40 Desig Seminar CPS1 - Managing polypharmacy - Thinking outside the box G1+G2
Fa— ACPE UAN: 0475-0000-18-010-L04-P. A knowledge based activity.
Seminar SPD2 - Bridging the efficacy / effectivenesq . Sedtincing . Morcisan
ACPE UAN: 0475-0000-18-014-L04-P. A knowledge t Seminar PQ2 - Ready to administer drugs - Is everything under control? A5
A. G°uveia; N. Groessmann ACPE UAN: 0475-0000-18-023-L04-P. A knowledge based activity.
0l S. Sauer; O. Delgado Sanchez*
rkshop 2 - d clinical i of ph i
Workshop 1 - The pharmacist's role in the drugs an x:omm"e':,d,tf::s smentand clinical importance of pharmacists "
ACPE UAN: 0475_0(m_18_027_l04_p An applicatiorl ACPE UAN: 0475-0000-18-028-L04-P. An application based activity.
» s H. Toss; U. Gillespie;
N. Martinez-Lopez de Castro; H. Plet |
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Normativa aplicable EC

*CH-GCP Guidelines

http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/
Efficacy/E6/E6 R2 Step 4 2016 1109.pdf

eEudraLex Volumel0, Clinical Trials Guideline:
https://ec.europa.eu/health/documents/eudralex/vol-10 en
*Guidance on Investigational Medicinal Products

(IMPs) and "non investigational medicinal products"
(NIMPs)

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
10/imp 03-2011.pdf
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* Regulation (EU) No 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials of medicinal products for human use

v
* RD 1090/2015 por el que se regulan los EC con

medicamentos
»No aplica a estudios de no intervencion
»No aplica a estudios con PS
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Ec con
medicamentos

EC con
productos
sanitarios

Comité
ética

Estudios clinicos
de intervencién

Estudios
epidemioldgicos

Estudios clincios
observacionales

JORNADA POST EAHP

Principios éticos
Metodologia
Aspectos legales

+

Informes de seguridad periddicos
Aconteciomientos adversos severos
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Comite ética clinica

Duties of the Clinical Ethics Committee

Education and continuing education of the hospital staff regarding clinical
ethics

Development of local guidelines for patient-oriented procedures based
on ethical principles

Consultation of the board of directors and medical directors of the clinics
regarding ethical issues in medical treatment and nursing care

Ethics consultation in individual patients requested by physicians, nurses,
patients or there families/caregivers
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Plan investigacion pediatrico (PIP)

description of the
measures to be
describes the measures carried out in
to adapt the medicine's children with the covers the needs
formulation to make its medicine. of all age groups

use more acceptable in :
children, such as use of of ch|Idren, from

a liquid formulation birth to

rather than large adolescence,
tablets;

Development plan aimed at

ensuring that the necessary data dEfl nes the tl m | ng
are obtained through studies in

children, to support the of measures in

authorisation of a medicine for .
children. All applications for Ch"dren

marketing authorisation for new Compared to

medicines have to include the
results of studies as described in a d u |ts
an agreed PIP

10- year report to the European Commission
*260 new medicines for use by children (indications & marketing authorisations).
» 83 oncology PIPs for 68 anti-cancer medicines. 5 new anti-cancer medicines authorized
since Pediatric Regulation.
*1000 Paediatric Investigation Plans but only 131 completed.
*Proportion of trials in paeds 1" from 8.25% to 12.4%.



Participacion FH en EC pediatricos

Funciones

FH
en SF

Medicacidn concomitante

lnteracciones

Almacenaje -

. Conocimiento MEI
Enmascaramlento

Recepcidn

Conocimiento aspectos
Contabilidad

practicos

Dispensacién/preparacion
Devolucion

Procedimientos locales

sefh
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Tipos investigacion pediatrica

Ensayos industria

e Comercializacion
* Procesos ‘
e Documentacion

e |nstrucciones de manejo de farmaco

Ensayos independientes

e Necesidad terapéutica no cubierta
e |Investigador/ grupo independiente
e Protocolo
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Volumen

administracion

s 8

prematuros 4 thrmino

(0228 cias)

Formulacion

segun edad

JORNADA POST EAHP

Dosificacion
segln peso

Uso fuera de
ficha técnica




Specific dosing
recommendations
Maximum dose
Rounding off
Administration issues
- Nasal gastric tube

- Masking (after)taste
Risk classification:
potentially
carcinogenic drug

Protocol
Pharmacy
MERIEL
Investigational
medicinal
product dossier /
Investigator’s
brochure
Information from
initiation visit
Prior experience

Appropriate iv
container

Small infusion
volumes: dead
volume

Supplies
Premedication
Administration times
(iv bolus / short
infusion)

Equivalent drug and

f

Informacion necesaria EECC pediatria
Responabilidad preparacion y administracion segura

JORNADA POST EAHP



Evaluacion del riesgo de farmacos en

pediatria
Safety knowledge

3. THE ESSENTIAL ROLE OF SAFETY MONITORING
IN THE LIFE-CYCLE OF A MEDICINE

The benefit-risk assessment of any kind of medicine treatment is essential. No
assessment of the treatment is, however, possible without safety data and

knowledge. The “trial and error” principle is not acceptable in an extremely
vulnerable population.

http://www.who.int/medicines/publications/essentialmedicines/Promotion_safe_med_childrens.pdf

Extemporaneous

LABEL USE

LICENSED USE DRUGS

v © @ COMPRUNDA'G
quality safety efficacy quality safety efficac




Uso fuera de indicacion

: Drug not recommended In the SmP

below a certain age

mention at all in the SmPC regarding

paediatric use

evidence of efficacy and safety in paediatric

patients in the SmPC

the drug is contraindicated in children

:Drug prescribed for indications

outside of those listed in the SmPC

:Drug administered by

a route not described in the SmPC




ATC

|L01 XC02

Base de datos fuera indicacion

Number of different
indications for which the drug
is prescribed

@ rituxima

ﬂ'tuximabl( 5)

for this indication

JORNADA POST EAHP sefh
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~ Sclerodermia Cutanea Diffusa 01-06-
“ * Sistemica 2012
- ituximabl(4 IE falopati toi i
“ - E- rituximabj(4) ncefalopatia autoimmune — 2012
—~ ] ; Sindrome Nefrosica . 09-03-
“ * E- FOTmAEE) Icorticoreslstente evidence 2017
-— . , Epatite Gigantocellulare associata 12-06-
a +* E- riwdmaty(s) Iad anemia emolitica autoimmune 2014
Patologie linfoproliferative post- 2800
£8 + E- rituximab)(4) trapianto (PTLD) associate ad el
Epstein-Barr Virus (EBV)

e . . IEncefalomielite Acuta Disseminataj 01-03-

“ - E- rituximabl(3) (ADEM) 2013
a ;,‘ E- rituximab§(7) Sindrome di Castelman gg'ﬁ,"
“ .;' E- rituximabj(4) Anemia Emolitica Autoimmune f,é]llo'
- Porpora trombocitopenica 19-03-

“ > E. Fitiamaba(e) idiopatica cronica 2015
£8 + E- rituximabl(4) INefrlte lupica oy
e ' . Glomerulosclerosi focale 25-01-

“ - E- riuxima |(3) Isegmentarla (FSGS) 2016

Number studies evaluated indication Grade practice

recommendations
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Riesgos asociados a la formulacion

Unstandardised
formulations

Organoleptic issues

Calculation errors

Measurement & labelling
errors

Formulation failure
(OD or UD)

Toxicity & contamination
of raw materials

Uniformity of dose

Bioavailability issues

Binding of drug to
excipients

Safety & efficacy untested

Micro contamination

QA/GMP issues

Staff issues

Use of concentrated raw
materials e.g.
concentrated chloroform
water

JORNADA POST EAHP
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1. Conocer a tu paciente
2. Comentar el caso con
su médico

3. Evaluar el riesgo de Ia
nreparacion

4. Preparai ia inejor

formulacion pero sin
permitir que afecte a la
estabilidad

£. Asegurar uso seguro
en casa




Resolution CM/Res(2016)1 on quality and safety assurance requirements for medicinal
products prepared in pharmacies for the special needs of patients

Tipo de
preparacion

Proceso de

Suministro preparacion

All pharmacy-prepared medicinal products Matriz de
should be prepared using an appropriate
- quality assurance system.

- risk assessment before preparation

Preparaciones alto Preparaciones
riesgo riesgo bajo Cantidad Efecto

preparacion farmacoldgico
Guia GMP Guia PIC/s

decision
riesgo
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