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Background

Lack of adherence to treatments is one of the main challenges for healthcare professionals and health care

systems W{)ﬁ;@ World Health
AR /¥ Organization
Approximately 50% of patients with chronic diseases are non-adherent to their treatments’ ! ‘
o

Non adherence is estimated to cause annual expenditure of EUR 11,250 million in Spain?

Community pharmacists can improve medication non-adherence through patient tailored complex

interventions.

fip



Background

WHAT IS AN ADHERENCE MANAGEMENT SERVICE
IN SPAIN?

This is the professional service in which the pharmacist, through his or her intervention, actively
collaborates with the patient so that, on a voluntary basis, he or she can follow the recommendations of
the health professionals regarding the appropriate process for the use of medicines and healthcare

products, the hygienic-dietary habits and/or the lifestyle, in order to achieve the expected results in the

patient's health*. e

fip



Background

de laProvincia de A Consia

Led by:

[ ]
Farmaceéuticos

General Pharmaceutical Council of Spain

co\egm of clal
defaimacéyticos . ~

With scientific collaboration:

& a3UTS

DE GMNADA UNIVERSITY OF TECHNOLOGY, SYDNEY

Funded by: 0 Ciﬂfﬂ

ADVANCING
PHARMACY
WORLDWIDE



Project Design

AdherenciaMED
] |
' |
Project Phases Pilot Impact Phase Implementation
I L 1L ] 1
I 1 I 1 | |
Timelines and 5 PhC 6 PhC 6PhC

participants

Development and
assessment of an

Assess the clinical,
economic and humanistic

Explore the project, test

Objectives and improve materials
and methods

implementation
programme for the services
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Impact Phase

138 pharmacists — 98 community pharmacies - 1.186
patients involved
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Purpose

To evaluate the clinical and humanistic impact of a community pharmacist-led
adherence service in patients with chronic conditions (Hypertension —-HBP-, Asthma
or Chronic Obstructive Pulmonary Disease -COPD-) compared to usual care.

Patients inclusion criteria

v’ > 18 years old

v Patients who are able to complete EuroQol-5D, Morisky, ACQ and CCQ questionnaires on
their own

v" Who signed an informed consent form
v In treatment for:
- Hypertension

- Asthma
.................................................... SO D
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Methods

* A cluster randomized controlled trial was conducted in community
pharmacies, divided in two groups, control and intervention group.

* Patients in intervention group received a tailored service aiming at identifying
and addressing non-adherence, using brief complex interventions based on
evidence-based models for behavioural change.

 Patients in the control group received the usual care.

« All patients received a monthly follow-up for six months.

AdherenciaMED

fip



Methods — Adherence Service Flowchart
AdherenmaM_ED

Adherence management service _

Service

* Patients not wanting to participate
*  Not complying w/ inclusion criteria = ooererrerersmosss s R
* Patient interview « Having one or more exclusion criteria 1. Do you ever forget to take your medicine? O Yes @ No

= Sociodemographic data 2. Are you careless at times about taking your medicine? ® Yes O No

3. When you feel better, do you sometimes O Yes @ No
. stop taking your medicine?
pclistaes g e eiflon 4. Sometimes if you feel worse when you take the medicine, O Yes @ No

do you stop taking it?

Non- adherent patient: Adherent patient
Non- adherence classification

Morisky Questionnaire 4 items Strengthen, maintain adherence For intentional adherence: For unintentional adherence:
. Necessity and Concerns Model * . Model Information - Motivation-
Unintentional Intentional Strategy 3
Evaluate practical Evaluate perception . Health Belief Model 2

barriers barriers .
) . Transtheoretical Model for Change *
. Transtheoretical Model for Change *
Increase capability to take Increase perceived need and
medications decrease patient concern

o ) . Motivational Interview 5
. Motivational Interview °

. Pharmacist Counselling

Evaluate capacity for a Evaluate capacity for a
change change

. Dose administration aids

_ . Education in inhalation technique
erence follow - up

Horne R, Chapman SCE, Parham R, Freemantle N, Forbes A, Cooper V. Understanding patients’ adherence-related beliefs about medicines prescribed for long-term conditions: a meta-analytic review of the Necessity-
Concerns Framework. PLoS One 2013 ;8(12):e80633.

Carpenter JC. A meta-analysis of the effectiveness of health belief model variables in predicting behavior. Health Communication 2010; 25 (8): 661-669

DiMatteo MR, Haskard-Zolnierek KB, Martin LR. Improving patient adherence: a three-factor model to guide practice. Health Psychology Review 2012; 6(1): 74-91

Prochaska JO1, Velicer WF. The transtheoretical model of health behavior change. Am J Health Promot. 1997 Sep-Oct;12(1):38-48.

Miller WR. Motivational interviewing: research, practice, and puzzles. Addict Behav. 1996 Nov-Dec;21(6):835-42.

Easthall, C., Song, F., & Bhattacharya, D. (2013). A meta-analysis of cognitive-based behaviour change techniques as interventions to improve medication adherence. BMJ Open, 3(8). doi:10.1136/bmjopen-2013-002749
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Outcomes

» 138 participating pharmacists working in 98 Community Pharmacies from the 6
Provincial Pharmacists Chambers Ny -

* The study included 1,186 patients (633 intervention group and 553 control group),
of whom 42.3% were patients with HBP, 32.5% with asthma and 25.2% with COPD

* Fieldwork lasted 6 months and was facilitated by the Practice change Facilitator
(FoCo)

 Data recorded in an Electronic Recording System

fip AdherenciaMED



Outcomes

Effectiveness of service : prevalence of adherence

PREVALENCE OF THERAPEUTIC ADHERENCE
- ALL DISEASES

v'50% increase of adherent patients in the S — S —
intervention group versus 20% increase of el (g cotml () el (mpoiencion )
adherent patients in the control group. - R S —
v’ At the end of the study, the proportion of
adherent patients in the intervention group I
was significantly higher (89.2%) compared wesit ez wemz | mese | wess | wee:
to the control group (66.2%)(p<0.0001).
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Outcomes
Effectiveness of service: Correct inhalation technique

v Increase of patients with correct inhalation
Prevalence of correct inhalation technique - Asthma

technique:
mmmmm Grupo control (%) mmmm Grupo intervencion (%)
0 Lineal (Grupo control (%)) . Lineal (Grupo intervencion (%))
+40,7% for Asthma )
+ 38,6% for COPD 5 2 =
Prevalence of correct inhalation technique - COPD 3 8
m Grupo control (%) mmm Grupo intervencion (%)
Lineal (Grupo control (%)) Lineal (Grupo intervencion (%))
E MES 1 MES 3 MES &
2 3
® o 3
g & 3 o i
; : v At end of study 90% patients

had correct inhalation technique

e
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Prevalence of controlled patients

Outcomes - Asthma

Clinical impact - Health outcomes

Asthma control II II " I| ” H

Punctuation ACQ: decrease of 0,5 points in IG - COPD
(p<0,0001)
Significant increase of 30% in patients controlled PR
COPD control Il I‘ I 1 I I‘ |
Punctuation CCQ: decrease of 0,58 points in IG : - -
(p<0,0001) - HBP
Significant increase of 22% in patients controlled - o
Hypertension Control AR
Decrease in diastolic levels i
Increase of 13% in patients controlled ‘
f.G | Aouancne AdherenciaMED
Ip Pharmaceutica WORLDWIDE Adherence management service _ oo



Outcomes

Humanistic impact was measured through medication adherence and health-related quality of life perceived by the
patient (EuroQol)
Almost § points of improvement using Visual Analogic Scale (VAS) in the patient perceived quality of life
between both study groups

)
Perceived quality of life — All diseases

By pathologies:
higher increase in asthma patients (8,94 points) | =~
lower in COPD (3,97 points) and 5§ —®
hypertensive patients ( 5,43 points) - ‘
AdherencialED

fip



Outcomes
Economic impact — cost utility

......................................................................................................................................................................... — COSt-e‘ffeCtiveneSS ceesscsscecas

——analysis

v Service proved to be cost effective with ICER of
753€/QALY.

v Cost associated 25,47€ per patient (6 months): 4,25€
patient / month.

v'Proposed remuneration of 5,5€ patient/ month  Acceptability curve —

mmmmmmmmmm
~~~~~~~~~~~~~~~

llllllllllllllllll
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Implementation Phase



Why do we work on Implementation?

The implementation of a Professional Pharmaceutical Care Service is a
that requires a guided procedure to achieve it

The studies how to integrate the results in the daily practice

The implementation is determined by , distributed along
different domains, that interact with each other

Implementation factors
Evidence-based
Barrier Facilitator
elements that moderate the

Service implementation

fip



Practice Change Facilitator

» External support

» Contribute in the practice changes

» Support and advisory work

» On-site visits to community pharmacies

« Individually designed strategies -2

1. Van Hoof TJ, Grant RE, Campbell C, Colburn L, Davis D, Dorman T, et al. Society for Academic Continuing Medical Education Intervention Guideline Series: Guideline 2, Practice Facilitation. J Contin Educ Health Prof. 2015;35
Suppl 2:555-9.
2. Taylor EF, Genevro J, Peikes D, Geonnotti K, Wang W, Meyers D. Building Quality Improvement Capacity in Primary Care: Supports and Resources. Rockville, MD: Agency for Healthcare Research and Quality; 2013.

= ADVANCING
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What Practice Change Facilitator do?

v’ Periodic analysis of unmet needs

v |dentification of barriers, facilitators and causes that
influence the implementation.

v’ Situation analysis and FoCo interventions.

v Evaluation of the whole process for each pharmacy.

v Evaluation of the "Service Integration".

v Evaluation of the "Fidelity of pharmacists to the
protocol”.

fip



Purpose

Specific objectives

v To Evaluate the implementation of the Service through the different stages of the
implementation model

v" To evaluate the facilitation process for the implementation of the Service

v To evaluate the clinical and humanistic results of the Service during the Implementation
phase and in contrast the results obtained during the Impact phase

v To evaluate the maintenance of the clinical and humanistic results obtained during the
Impact phase

flp AdherencialMED



Methods

» Hybrid design effectiveness —
implementation |
 Theoretical framework FISpH ety (a
(Framework for the Implementation of "
Services in Pharmacy)*

Operation
(implementation)

f>

*Moullin JC, Sabater-Hernandez D, Benrimoj SI. Model for the evaluation of implementation

programs and professional pharmacy services. Res Social Adm Pharm. 2016 MayJun;12(3):515-22. Doi:
10.1016/j.sapharm.2015.08.003. Epub 2015 Aug 15

fip

Testing
(initial operation)

. |
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Outcomes

» 127 participating pharmacists working in 90 Communlty Pharmacies from the

gfc o

same Provincial Pharmacists Chambers 1 ..:'.‘

* The study included 850 patients of whom 51% were patients with HBP, 27%
with asthma and 22% with COPD

 Fieldwork lasted 6 months and was facilitated by the Practice change Facilitator
(FoCo)

 Data recorded in an Electronic Recording System

fip | AdherenciaMED



QOutcomes

76 community pharmacies from Impact phase agreed
to continue during the Implementation phase

75% pharmacies fully implement the service at 6
months with >= 7 patients

Only 6.7% pharmacies were lost during the study

fip

Sustainability

(maintaining)

Development or
Discovery

A

Exploration
(appraising)

Operation
(implementation)

(Fuiuue|d) <j

uopesedald

Testing
(initial operation)

f>
LS

FISpH model Framework for the
Implementation of Services in Pharmacy



QOutcomes

850 patients recruited. 92% completed the
study

High fidelity to the protocol (4,07/5)

Greater fidelity to the protocol in pharmacists
from the Impact intervention group

Moderate Service integration in 6 months

fip

1000
900

oo
800
500
400

200
100

Patients per month



Outcomes
Implementation outcomes — Practice Change Facilitators

Facilitators:

- External support (30,2%)

- Personal characteristics (5%)
- Previous experience (5%)

* 506 visits in 6 months
* 1.096 implementation factors identified:

s 410 barriers - 307 solved (74,9%)

+»+» 686 facilitators > 598 used
succesfully (87,2%)

Barriers:

- Service methodology (13,5%)
- Records (12%)

- Time (9,8%)

.@ ADVANCING
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Outcomes

At the beginning of this phase, 64.9% of
the patients included were adherent

(the most adherent patients came from @ 64.9% @ s7.7%
the intervention group of the previous _

phase who has been followed the After six months of follow-up, the
previous 6 months) number of adherent patients

increased by 22.8% (particularly
the newly included patients in this
phase)

The clinical and humanistic results of the Impact phase were confirmed,
showing similar trends for all study variables

fip



Conclusions

This study has shown a community pharmacist-led intervention improves medication

adherence, clinical outcomes and health-related quality of life in patients with

hypertension, asthma and COPD.

O Put theory into practice

O Promotion of behavioural
changes are not
incorporated in usual
practice change pharmacist training

v" A structured work O further adaption of
protocol electronic data collection

v' eRecording data to daily practice

v' Practice change
Facilitators as
facilitators of

AdherenciaMED
Adherence management service

fip
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National quality improvement programme on compounded medicines

National federation of professional associations of independent
community pharmacies

Representing >95% of independent pharmacies and >85% of all
community pharmacies in Belgium

Our mission: Support, develop and promote the community
pharmacist ‘s added value to the benefit of the patients’ health

Staff : ~120 in Brussels

11 H H H g}@%%}%
Medicines Control Laboratory (post-marketing quality surveillance 1SO
ici N2

of medicines on the market) 150 17025

fip



National quality improvement programme on compounded medicines

Council of Europe Resolution CM/Res(2016)1 on quality and safety assurance requirements for

medicinal products prepared in pharmacies for the special needs of patients

National Legislation — Good Pharmacy Practice — Infrastructure — Equipment — Trained
staff — National Formulary — Quality Manual - Protocols — Documentation — Controls — etc.
Individual preparations for single patients — full (destructive) testing of end product is not

ibl ¢
pOSS b ¢ PLURIANNUEL FRAME FOR PATIENTS Oy

. .. WITH COMMUNITY PHARMACISTS
2017 : APB agrees with Federal Minister of Health Concluded march 15% 2017

to set up a new programme

fip



National quality improvement programme on compounded medicines

“A voluntary but systematic quality control of pharmacy preparations, and associated
support for pharmacists with the aim to guarantee and improve (where necessary) the
quality of pharmacy preparations"

Available for all Belgian community and hospital pharmacies

Free of charge for participating pharmacies

Close collaboration with
The Federal Agency for Medicines and Health Products (FAMHP)
The Belgian Cooperative Pharmacies Office OPHACO
Hospital Pharmacists of Belgium gw

BELGISCHE VERENIGING VAN ZIEKENHUISAPOTHEKERS
ASSOCIATION BELGE DES PHARMACIENS HOSPITALIERS

fip v



National quality improvement programme on compounded medicines

Simultaneous preparation of an predefined formula by about 100

voluntarily participating pharmacies (= 1 “cycle”)

Inspection of packaging and label
preparation report

analytical aspects
Individual feedback to pharmacy + follow-up of non-conformities —K‘
Publication of anonymised global results, with an important
sensitizing and quality enhancing impact, also for non participating

pharmacists

fip



National quality improvement programme on compounded medicines
Methodology — details of a cycle

© Feedback © Publication

© Secleclion © Preparation ©
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National quality improvement programme on compounded medicines
Methodology — details of a cycle

Registration ©NSEISCHONN® Preparation ©

[UDRCVERENY  ansaevess @)

opby ©. -

MYAPB MY QUALITY GGG
ASSISTANT

() ph

MY QUALITY
CONTROL

.6 ADVANCING

PHARMACY
WORLDWIDE

Numéro

201810

201801

201802

201809

© Feedback © Publication

Titre

Gouttes oculaires 4 0,5% d’atropine

Gélules 4 0,5 mg de dexaméthasone

Gélules a 50 mg de sulpiride FTM

Créme hydrophile & 10% d'urée FTM

Bain de bouche 3 I'hydrocortisone, lidocaine chlorhydrate et nystatine FTM

Suspension pédiatrigue & 2 mg/ml d'oméprazole FTM




National quality improvement programme on compounded medicines
Methodology — details of a cycle

Registration (3 © Preparation @O ARANSISSNO® Feedback © Publication

» Voluntary » Preference for » Mix of community » Notification www » Instructions
participation new participants and hospital and e-mail by mail
.@ ADVANCING
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National quality improvement programme on compounded medicines
Methodology — details of a cycle

© Feedback © Publication

© Seleclion © Preparation ©

: » Dummy » Usual preparation > Pharmacy raw » Return preparation
prescription protocol materials in the supplied
packaging
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National quality improvement programme on compounded medicines
Methodology — details of a cycle

© Secleciion © Preparation @  Analysis €© Feedback © Publication

@P-“AGEME}V).

. . .. . & o
» Packaging and » Preparation » Laboratory analysis: identity, assay, g \&
labeling report mass uniformity, content uniformity, , A :
homogeneity, microbilogy, sterility, etc. ISO 17025
ACCREDITED
........................................................................................................................................................................................................................................... LABORATORY

ADVANCING
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National quality improvement programme on compounded medicines
Methodology — details of a cycle

© Secleciion © Preparation © © Feedback © Publication

Programme de qualité des préparations

Suspension pédiatrique a 2 mg/ml d'oméprazole FTM

_ Résultats analytiques i
Personal > Notification = > Advice onnon- > Documentin === [ = | =

report by e-mail conformities Quality =
published Manual

Résultat

o

i

23/06/18

23/07/18
1
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National quality improvement programme on compounded medicines
Methodology — details of a cycle

© Feedback © Publication

© Secleciion © Preparation ©

Resultaten cyclus | Hydrocortison 20 mg gelules

inkwestiz

» Always anonymised » Professional press » Feedback to FAMHP
results articles (National Formulary)
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National quality improvement programme on compounded medicines

2017 & 2018
Hydrocortisone acetate 1% hydrophilic
cream
Hydrocortisone 20 mg capsules
Chlorhexidine 0,05% solution
Sulpiride 50 mg capsules
Urea 10% hydrophilic cream
Omeprazole 2 mg/mL suspension
Dexamethason 0,5 mg capsules
Atropine 0,5% eye drops
Hydrocortisone, lidocaine & nystatin
mouth bath

fip

2019 & 2020

Folic Acid 2% trituration

Xylometazoline HCI 0,1% nasal drops
Flufenamic acid 3% gel

Cholecalciferol 800 IU capsules
Erythromycine 4% solution

Colloidal silver 150 mg suppositories
Levocarnitine 200 mg/mL solution
Nystatin 100,000 1.U./g hydrophilic cream
Salicylic acid 20 % hydrophobic ointment
Hydrocortisone 1% acid ear solution
Nitrofurantoin 15 mg capsules

etc.



National quality improvement programme on compounded medicines
Sulpiride 50mg capsules

0
A HaN" ° H /\Q and enantiomer
- Samples : 102 Ssay oons T L
120%

* Identification : 102 compliar

115%

110%

105%

. 100%
95%
90%
85%
80%

CHs

* Assay : 102 compliant
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« Samples : 95

National quality improvement programme on compounded medicines

Hydrocortisone acetate 1% hydrophilic cream

Identification : 95 compliant

Assay : 95 compliant

Homogeneity : 93 compliant

Microbiology : 88 compliant

ADVANCING
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WORLDWIDE

120%
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National quality improvement programme on compounded medicines
Hydrocortisone 20mg capsules (2017)

« Samples : 94

* Identification : 93 compliant
150%
» Assay : 31 compliant
130%
. 110%
90%
70%
50%
0 20 40 60 80 100
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National quality improvement programme on compounded medicines
Hydrocortisone 20mg capsules (2019)

Assay
+ Samples : 106 150%
* Identification : 106 compliant
130%
* Assay : 99 compliant
110%
90% WAWWJ&A' WH‘P
70% v
50%
0 20 40 60 80 100
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« Samples : 26
« Identification : 26 compliant
« Assay : 24 compliant

« Sterility : 26 compliant

National quality improvement programme on compounded medicines

120%

110%

100%

90%

80%
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National quality improvement programme on compounded medicines

170%
Samples : 103 —
Identification : 103 compliant 150%
140%
Assay : 77 compliant e

Content Uniformity : 102 compliant .,

110% —_—
100% [ ~ o : - - i e " Y Yo, 4 : - ’
& iy ki 5 -
90% - -
80%
70%
0 10 20 30 40 50 60 70 80 90

fip
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National quality improvement programme on compounded medicines

Samples : 20
Identification : 20 compliant
Assay : 20 compliant

Microbiology: 18 compliant

fip



National quality improvement programme on compounded medicines

Program started in 2017 — reached maturity in 2020

10 cycles per year

1 out of 5 pharmacies have already participated in a voluntary program

Quality improvement on individual pharmacy level

Quality improvement on macro-level with better preparation protocols

Quality assurance of the production process IN the pharmacy, CLOSE to the patient
is extremely relevant!

The 2020 FIP Pharmacy Practice Improvement Award is a huge recognition of

continuous efforts of a great team!

fip « Quality is not an option »



National quality improvement programme on compounded medicines
https://www.youtube.com/watch?v=UEHJhU4-cTM



https://www.youtube.com/watch?v=UEHJhU4-cTM

ARt RCRI ) e O
::‘1{’:’::"’3."';;?‘:‘: --------- AN A SAMAMARR]
LLLEERRRAA] DR LR r(.t-":m"v'?"$::§::: LEERER III'_HHHJ‘IIIl*Hilﬂ*“I
E‘ m;ui'l"tctr v SRS
A Y .t{u +u'|'m;+++nm++++m
by
AP R ‘:‘:‘-‘:’:’?’ ’i:‘ e A AR
.n:.;ha\;.ﬁ;;;_itﬁcl}; : i n};m:::':, i R
2;"::’:’:’?‘;‘:‘:‘:‘:‘.‘:’;’;’a W NS }"{#ﬁ‘i‘l‘nt"+"+"+"+*+"i'1':'1*1‘+"+"+++*+"a'|
- \ AN, ! A AAEAAAASEAAAARAAR
| "!}”x':ttt‘t‘:‘:’: AR 'lel:l:l:l..l..'!'fﬁlﬂ.!l:l.:l..'i(tl AR LECRREAA EECERIY)
) ' i e
y ‘3” AR GO ‘:” EARRLECERRNAR AR
o t L
) fﬂb" :évﬁrﬁaﬂt . hk R NN ﬂh#?ﬂh?ﬂ#@?ﬂﬁhﬁﬂh??
LRSS, RCERR e e R i A AAKSENMAS ARG
i ‘%‘:‘l’=’=”"*f'ﬁ¢‘:‘"=:=j=;f ' ' g R,
\ y vy Ly | es i3I EEE 1
A ) TF 00 ATEO Y
AL G o ; | j i % A R R R R
L ERRRR L LR } » ) . ( LR SRR EEERRR YT
RO Y e
FLEERERR LR L SO LRI LERS | ALLES o LR ".;'n;::u” g +‘+*++i|||t‘++++i|
iiIIllllt###ﬂiii.Illll._i"_i'###flililllﬁi' SHTRARE AR k 2 N b A BERELERERRELY |
L c‘:‘:‘:‘:':,” TR T i i HANEREECHERRECECHEIN I EECHER YRS
iil'IIl"}*?I{#I‘Il}ii'I'l'l"r'rl':{#:ﬂiiii :-fﬂ':.cji}}'!': ::ﬁ"-.;--- : :“u::’:’a ﬁ":‘:‘:’-’::f A
AAREERIRARGRRERRAALLACER DAL REEE e R EERARNL R LEERRERRRN T ERE A0
e e m:,%m,,, AL KSR
Y R e : i e R
:1:|:|:+:+:+:+:+:+:i}:|:|:;§¢:** i l'“:}, ‘:.:l)i&" l::.:lI i &:; !I:J};WM!" Y ) L I T N .";’ff_::‘ é::' #i*: '1' }::I":*:*H‘:':':‘:"I"I*I*:*:':':
R e AR DTS TR D R
SHLEEE 111 o EE i “”;‘:".'.';"“] YRR KLy LR y ks e ) nhne A ‘.
P T ) ?ﬂﬂ%‘*ﬁf&.ﬂ' R
e ;}}}:{:I{ (A ) :::::;.’ff.f;:}:c;=}:" i R A
T ) 11LE
e e e R A ARG
BRI AR AL SRR RLERAS oSS A AR
i:l:lll:i:ilﬁﬁii*ii:lll:i:l':#‘_{#:#:i:iil:'t‘i##:#:i:i:l:i:i*#ﬂ ] ::l:'ixutt:::llsaf L Extg o ke :l:i:i}I:I:l:t:*:#:*:*:‘i:i:I:l:l:'r:{i':’f:*:i:i:l
R ::Eﬁ:u EEERRE R LT i RN AN A
R i'n:u"#*##ﬁ:u' T i m,v,-::-'y*ﬁ:'.':,:m-u‘ - L o) SO ‘:’:} ﬁ:#:::iIIi't*:{*:*:*:iiiI'Ilt*t*:{*}}iiill
i g ——
i AEHRRCHH Y :%&?\ D f“.'-‘”"m““‘.”\%j." R e A N
SRR e L A : RO TR Y e
§ L) EEER, (LR | CENID EERRANANLEERRTY k L
' ﬁ'm# o : Tll:(c:‘:lll:l:l:ll o m"ﬂﬂn RIS 'f“c‘:':’:’ﬁ:.’a;"x‘_trf‘:‘u’:’::'::'-"'r‘ru e, (?l: Y u ';tft:' it mu:-..ttc‘:‘u'u:;szﬂt':t‘t‘ ‘l’:’::'ay:-: Hi*lﬁ"l‘ﬂ' R
- i AR i A RATINAR ) . R e e e
W ) AR A il I Sl A S AN AN AR
N "4‘ A T O e ) e e
A VIEEL AN R ; e e R
RS EETAERARURREDOARRRARN ) i L e ERCRH RO
:tzrtln:':lf-"{'n:n:c:lln:l;-"{'-:-: i \ g o BRRRRAR 0 RO RAER ORI RN Y
L EERE R R PR e i ERNE i +Hillli++ﬂ++llllll'r++++H E'll*++++liiul}u*+++ LRI EEERLAAKELEER)
A | il
AL RRRLERR AR R A ; S ARSI AR SARAAR SRR
AL Mc‘:‘;.:,:,:,;.ﬂx:w&-;; S W AL L EE AL EARANTCRRRRALLELECRRATRLEEERRERATEARERARD
NS R S ey, V1 A

vt R e T TR R R TR R R R R A s
l:.'|:|'|:r|::l1::|:':|:l:| 1Ll

BRRERL AR e EECHHRRIN Y

QRERHAE A RN FEEER P ECERRANRE PRI RECRRR)
Wy e
EREREEERER L L ERRRRE ) | EERERE L ERRRRR R EEEER Y
AAAEMAAARARERAAARARNEARAALAARRRAAAA LAY
AR SARAARMAREAAREAS
ERREERRER YY) e LR Y R

":l'"l:" i l::_:‘.-ll k
, ..w“_._’-:_];’v I

3 Y i T

R PR )k Wil T e
ki r.".“’;.".'.j':.j'j.:".:".;tu:.,,. ik i ".:".; oy A o

Ly LR
PALEERRER SR EERERERELEED

b 1
L)
-:u::.\:':?u.-':-..‘: Lk
TR Yy




Speaker

Jephney John Redford Jacquet
Haitian Pharmacy Students Association

Presentation on

Substandard Quality of the Antimicrobials Sold
in the Street Markets in Haiti

On behalf of:

Théodule Jean-Baptiste, John Carpenter, Kevin
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» According to the World Health Organization (WHO) Global
Surveillance and Monitoring System, an estimated 1 in 10
medical products circulating in low- and middle-income
countries are either substandard or counterfeit [1,2].

* One of the most important causes of AMR is an
inappropriate use of antibiotics

+ Antibiotics and antimalarials are the most commonly
counterfeit medicines

 Selling medicines in street markets, Specifically
antimicrobials, are common practice in Haiti. That’'s why
we designed the present pilot study with the main purpose
of analysing the quality of the antimicrobials sold in the
street markets of Port-au- Prince.




+ We identified and selected 28 frequented public markets
in the eight communes of Port-au-Prince (Haiti) and Four
research assistants bought different brands of
antimicrobials products in them

+ We analysed half of the content of pack, which was five

units with An Handheld Raman Spectrometer

Noles (€ Back Noles

* Hit Quality Index a probabilistic approach expressed as

. a p-value or a correlation algorithm between the tested
;; component and library reference spectra
% ) ] « In our study, a HQI greater or equal to 90 was
- ISR ——— considered to be a “good spectral match” between the

200 a00 600 s00 1000 1200 1400

analysed units and their authentic counterpart
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Generic name

Number of packs

Number of pills

Price range for a pack in USS$"

Amoxicillin 58 290 0.5-0.76
Metronidazole 42 210 0.5-1.51
Cotrimoxazole 28 140 0.5-6.97
Tetracycline 21 105 0.5-0.61
Chloroquine 16 80 0.5-1.00
Ciprofloxacin 16 80 0.5-2.78
Erythromycine 7 35 0.76-1.82
Azithromycin 3 10 0.5-0.76
Cloxacillin 3 15 1.26-1.7
Amoxicillin / Clavulanic Acid 1 5 1.00

Clarithromycin 1 5 4.04
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» Origin Countries (presumed) of the antimicrobials

India (75%), China (7%), Kenya(5%), USA (5%), Haiti, France,
Canada, Honduras, Unknown
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Results -Spectrum Quality

Table 2. Description of the spectral match quality (“Good” or “Poor”) of the analyzed sample of
antimicrobials acquired in different street markets in Port-au-Prince (Haiti). The different medicines
have been categorized according to the AWaRe classification (see Methods).

Good Match Poor Match Total Samples

AWaRe Generic Name
Classification n (%) n (%) n (%)
Amoxicillin 286 (98.6) 4(1.4) 290 (100)
Amoxicillin/Clavulanic Acid - 5 (100) 5 (100)
Cloxacillin - 15 (100) 15 (100)
Access _
Cotrimoxazole 140 (100) - 140 (100)
Metronidazole 210 (100) - 210 (100)
Tetracycline - 105 (100) 105 (100)
Subtotal Access 636 (83.1) 129 (16.9) 765 (100)
Azithromycin - 10 (100) 10 (100)
Ciprofloxacin 50 (62.5) 30 (37.5) 80 (100)
Watch ) .
Clarithromycin - 5 (100) 5(100)
Erythromycin - 35 (100) 35 (100)
Subtotal Watch 50 (38.4) 80 (61.5) 130 (100)
- Chloroquine 71 (88.8) 9(11.3) 80 (100)
TOTAL 757 (77.6) 218 (22.4) 975 (100)
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Results
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» Antimicrobials could be freely obtained without a prescription in Haiti and are available in street markets

« To our knowledge, this is the first study approaching the free sales of antimicrobials in Haiti using this technique
new technology using a non-destructive and accurate approach to the detection of counterfeit pharmaceutical
products
Can be extended to other types of drugs and new environments

+ Limitations
Sampling process
HQI limits (the quality of the active ingredient, compounds present in counterfeit medicines, etc)

« Conclusions
Potential contributions of this problem in the actual Antimicrobial Resistance

Serious needs to Improve measurements on appropriate Use of Antimicrobials in Haiti
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* Faculté de Médecine et de Pharmacie of State University
LABMES
Co-Dean Magalie Rosemond

« PHARMINFOS Haiti
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(Barcelona, Spain)

« BWTEK (Dr Katherine Bakeev)

» Haitian Pharmacy Students Association
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Post your question via Q&A box

Tamara Peiré Zorrilla

General Pharmaceutical Council of Spain
[Spain)

Jephney John Redford Jacquet
Haitian Pharmacy Students Association
{Haiti)

Paul Sinclair (Event Chair) Jan Saevels
Chair of the Board of Pharmaceutical Practice Scientific Director
FIP (Australia) Association of Pharmacists Belgium (APB)
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