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SAFE HANDLING OF CYTOTOXIC
MEDICINES IN LOW AND MIDDLE INCOME
COUNTRIES : HOW TO PROGRESS ?

Pr Pascal BONNABRY GERPAC
Sandrine VON GRUENIGEN Hyeres, 6 octobre 2016
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Global initiative

} Increase of cancer incidence

in low and middle income countries (LMIC)
» Epidemiological transition
» Infection-related cancer (Kaposi, cervical cancer,
liver cancer)
» WHO guide for effective cancer control program
} 6 modules:
planning- prevention - early detection -
|diagnostic & treatment|— palliative care - policy & advocacy

Focus on access &
affordability of treatment "
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Cytotoxics as essential medicines

WHO Model List
of
Essential Medicines

19th List
(April 2015)

(Amended November 2015)

Status of this document

‘This is  reprint of the text on the WHO Medicines website

Revision of the WHO essential
medicines list in avril 2015

» 16 cytotoxic medicines added

(complementary list, e.g. capecitabine,
cisplatine, oxaliplatine etc.)

» About 30 cytotoxic medicines incl. 28
parenteral drugs
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What about safe handling in LMIC?

» Safe handling aspects of cytotoxic medicines are
often neglected in national programs

» Several studies have highlighted unsafe practices
regarding cytotoxic drugs handling

» Lack of trained and qualified personnel

} Lack of guidelines and tools to promote safe
handling practices
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Collaboration with MSF-Switzerland
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(b » How to improve cytotoxic
* management and safe handling
=, | |
"‘ MEDECINS in a health centre treating
SANS FRONTIERES

Kaposi patients?
» ~ 400 patients under treatment

D 4 v » 3-10 patients/day
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On-site consultancy:
Mozambique experience

By n 2013) Baseline assessment

2014) Training workshop

2016 Post-assessment
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Gaps in safety measures

procedures and

Lack of checking
traceability

collective protective

| Lack of personal and
equipment

=
= |
Lack of proper waste == )
management )

How to progress?

in line with appropriate standards adapted
to the context of low and middle income
countries

Ensure the highest quality of care and safety {/\
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Strenghtening knowledge and
competencies

Specific to > 430
Hospital Subscribers
Pharmacy from

35 countries

Free & open 15
online Lessons
platform available in

French
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dedicated to cytotoxic
medicines management

» Available e-learning lessons
» Risks associated to cytotoxic
medicines
} Incident management related to
cytotoxic medicines handling
» Securizing the chemotherapy circuit
(end 2016)

Objectifs d'apprenti

b e-learning lessons to follow
» Handling under a laminar flow hood
» Clinical aspects
» Administration and extravasations
b
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Incidents iés  1a manipulation des cytostatiques

k) Pharm frm
s o I | CONTAMINATION DES SURFACES
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En cas d'un renversement de liquide ou dun bris de flacon,
il est essentiel de prendre en charge au plus vite la contamination
de la zone pour en limiter exposition.

Un spill it prét & Femploi doit étre a disposition (avec le matériel
nécessaire au nettoyage)

®  Comment constituer un spill kit 7

B O rangerle spill kit 7

T » Self-paced learning lessons
o mee= ) Evaluation

Y [O————— ) » Pre-/ post-test
Contarinafon acciiantsle )} Certificate of attendance

1 Lors d'une préparation, une goutie de liquide tombe sur mon gant,

commentdeis eagi? if post-test score > 80%
(ifp

Cliquez sur a bonne réponse
o o a

-
} Satisfaction surve

Je dois immédiatement Je vérifie que le gant

.... I e pas contaminer mon 2 attendre avant de
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|
CHECK-LIST POUR LA CONSTITUTION D'UN SPILLKIT

» Practical tools to — T
faCI | Itate Lesaasn%nmmmnmam\mmrmr
implementation of safe (=T
practices :

SorchavEsEs

gojojojo|o|o

s pour 1e netioyage

Bl =t pelle e plastque pouramas

Checklist

b
} Flowchart
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SOP 5 3
Etc... S
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‘ Need for an assessment tool ?
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Review of existing assessment tools
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Examples

CRITERES

11  Authorized HEALTHCARE PRACTITIONERS can easily and electronically
FAQ access laboratory values (inpatient and/or outpatient) while working La fiche de fabrication est éditée a partir d'un
in their respective locations.

avec la prescription, sans saisie manuelle des
données.

12

PRACTITIONERS to the need for potential drug therapy changes. La fiche de fabrication est éditée & partir d'un
modéle validé intégré au systéme informatique.

Quelle est la classe des ZAC nécessaire?

Os

[J C (nécessaire lors de fabrication ayant un risque élevé, ex. utilisation
des reliquats)

[J D (nécessaire lors de fabrication ayant un risque bas)

[ non connu

Quelle est la classe des ZAC atteinte/exploitée?

Parmi les contréles suivants, lesquels sont effectués réguliérement?

|| Surfaces de I'environnement
[] Surface de contact des opérateurs (doigts, v&tements, y compris les

gants) )
Hapitaux [ Plagues de sedimentation ( UNIVERSITE
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Elaboration of the self-assessment

tool

Validated by a Delphi
method

;

tool

i

‘ Self assessment

J

Quality and safety
Criteria according to
the cytotoxic process

N

Panel of international
pharmaceutical
experts
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Panel of international experts

\

28 experts
13 countries

Experts: n (%) 28 Type of health facilities: n (%)
High income countries 15 (53.6%) University / Academic Hospital 21 (75%)
Low & middle income countries 13 (46.4%) Regional Hospital 5 (17.9%)
. Private Facility 2 (7.1%)
Experience with cytotoxics (years): median (Q1-Q3) 10 (4-18) Other 1 (3.6%)
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The Delphi survey

Level of agreement:

1 strongly disagree to 5 totally agree

Prioritization: 1 indispensable - 2 essential - 3 desirable
Validation rule: Validation rule:
>65% of experts rated 4 or 5 >75% of expens rated 4 or 5

b Pharm-£d

1strou 2"d round
137 |terD Galys's 135 items Analysis

SAFE HANOLING OF CYTOTOIC MEDICIGS:
RESOURCE.CONSTRANT SETTWGS.

CytoSAT

* 56 items modified
« 2 items deleted

Available at the end of 2016
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Elaboration of the final tool

Structure of the tool

b 135 items

b 10 categories in line with the
chemotherapy process

Management

Personnel

Logistics

Prescription

Preparation

Administration

Incident management

Waste management

Cleaning

Patient counselling

v w w w w w w w w w
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CATEGORIES/ SUB-CATEGORIES ITEMS NB

=

1. Management

2. Personnel

Education and training

Medical surveillance

=

3. Logistics

Receipt

Storage

Transport

4. Prescription

5. Preparation

IS

*___Management and organisation

S|a |t |a|o|o|u|o|w|s|~|F
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Preparation area of parenteral medicines
«___Hygiene and personal protective equipment
«__Preparation process set up
«__Preparation technique

Packaging and labelling
Checking procedure
Documentation
Maintenance
Non sterile preparation
6. Administration
Management
«___Hygiene and safety measures
Documentation
Work practices
7. _Incidents management

Surface contamination

Staff contamination

Extravasations

Quality assurance

8. Cytotoxic waste management
Waste disposal
Patients’ excreta

9. Cleaning
*___Management and organisation

Cleaning practices

Laundry

=
SIINEY

s

N

Ofr|w|w|a|w|s|wla|m B nfw|o]w

=

=
Sw|~

INIMEY N

10. Patients counselhni
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| MANAGEMENT
ITEMS. ADDITIONAL INF ORMATION PRIORITY REFERENCES 1 2 3 4 HA COMMENTS
A risk assessment approach & used o cetermine the
confainment  strategies andlor wark  practices  This
considers: overal workdng envronmert; equipment (e
A risk 3nalysis has been conducted in | ventilsted cabinets, clossd-system drug transfer devices, ISOPP Setin S
arderta evaluate the working nesdeless systems and personal protective equipment), EW‘ -
4 |ewironment and o idenify and assess | physical layout of work areas, volume, frequency and fomm u;;‘,”jgnu;
hazards related ta the flow of cytotoxic | of dlugs handled (coated of uncoated tabiets, powder or S
‘meacmes Within the facilty (fromtne  lqud) equipment maintenance; decontamination  and DshA
receipt 1o the use of the products) cleaning; waste handing; potential workplace exposure;
rautine operations: spill response; and waste segregation,
containment. and disposal, training and level of expeniance
of the stalf
A comprenensye safety management | A stalf member is responsibie for coorinating the
o |Programme has been been putin placs |implementation of preventive messures and preparing
to deal with all aspects of the safe auidslines, in close collaboration with ofher relevant staft
handing of cytotoric drugs within the facity Suvm;
| 05HA
‘ ASHP.
Policies and procsdures ensurs thal | Pollcles and procedures are updated feguiarly. The ‘:g;p Section 9.
guinetines for Ine safe handing of frequency of uptdate s to be defined by the local nstitution e
medcines are applied ta all processes | according of the cortext. Any changes must be e iiad
inwhich cylotoxic drugs are handled | documented. Suva, '
‘ OSHA
A self-assessment of compliance with
| safety quidelinesreqarding the safe | Each infitufion should define its frequency according to local —
handiing of cytetaxic medicines is context,
;camez: out regularly
www pharmEd net Sate handling of cytotaxic meticines: Sef assessment ool adapted 1o resource-constraint setings Vo
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Examples

Finalization and
launch of the tool
(French and
English versions)
by the end of
2016

Prescriptions are done in a structured way, wit

standardized, formatted (preprinted or electronic)
forms. They are nominative, readable, contain no ab
and clearly identify the prescriber, the department giving care
and the facility.

No prescription (or prescription modification) that was only
communicated orally should be validated
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Outlook

} Implemention and evaluation of the tool in
pilot sites

} Cartography of the quality and safety of the
cytotoxic process in several countries

» Development of new e-learning and tools to
fill gaps (incl. small videos)

» Advocacy to include safe handling aspects in
cancer control programs for LMIC
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THANK YOU FOR YOUR ATTENTION

La plateforme d’enseignement
Pharm-Ed

Pascal.Bonnabry@hcuge.ch Available for download:
Sandrine.vongrunigen@hcuge.ch http://[pharmacie.hug-ge.ch/ens/conferences.html
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