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Good Governance for Medicines programme: a model process

WHO program started at 2004, in 4 countries
Lebanon joined the process in 2007

3-Step Approach

PHASE I PHASE II PHASE III
National Development Implementation
transparency national GGM national GGM

assessment programme programme
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National GGM Framework

A Framework
for Good Governance in the
Public Pharmaceutical Sector

Working draft
for Field testing and revision
April 2008

Dr Eloy Anello
(WHO consultant)

(%5 World Health
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Department of Medicines Policy and Standards (PSM)
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Documentation of Success of
Lebanon in Implementing GGM

Good Governance for Medicines - WHO Progress Report 2010
(Lebanon Box on p.4)

. WHO Good Governance for Medicines Programme Country Case
studies and Best Practices (Lebanon as one of the examples of the
success stories on p.14,15)

- Invited to Regional and International platforms to train new countries,
share experience and lessons learnt

& s



Alilll dosyggenl ;’\
dalell dauall 3yl ‘%

pnssiadl o lpal) 53sa (i

uﬂmﬁg‘)&@swﬂda‘ﬂMM%
Ll 3y Baga o Syl xa MJAY\MLJJM@MML;\ b
M@;\@dﬂ;bﬂ\d&umebﬁ\ M\Jﬂ u.u:u\; am\.u\u.quab.a.\;\ u\aj u.d\.\ 4

4.\.\3]\ f—u;ﬂ\ L.sJ'C ).J)SJ\ ‘UB\} (@\.@.\M J...a;.u.mj\ adj; GAJJY\ J\j.qj\ odj; ccﬁj.\aj\ jﬂﬂ
—alally

y DAPIAN MJM)\ d.\\j.l} 4\_153\)“ @Jj.\j .L-:s;} d.\;...n.\ d;).q alid ol MJM)\ d.\\j.l )\J.a.a\ 4
Uruall daline Gilang apead 4y)laY)

Sl b ailadll asiil GMP aal aiail) G e bl cpiida) Capss )

ah}.d\ M.Lj\ 4\3.»..4)5‘ 4

Al Aaall a0 Sl delua b

v




Ll g
PRI (R ] T

L) Jiaad el ja) Juls
R (Al el S pdaaienall 5

pi Ly
FF Syl

Ja g Ulya L2

0 39 Gl

Versivn 1 - famunsy, 2004

o
fﬁr‘
L

RIS TRY OF PURLIC MEALTH

National Regulatory Guidelines for
Similar Biological Medicinal products
(Biosimilars) in Lebanon
(Requirements and Guidelines for the

Registration of Biosimilars)
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Bonnes Pratiques de

Pharmacovigilance au

Liban

2015

Edition 1

Rédigée par:
Dr. Rita Karam
Dr. Myriam Watfa
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Clinical Trials Control 2014

- Prior to assessment, we had no control over Clinical Trials

- Control Clinical Trials that include human subjects and investigational
products to ensure highest ethical standards during the conduct of these
trials and protecting human subjects during such activities

- Ministerial Decree 1159, dated 23 June 2014; Requirements for Clinical
Trials Approval

- Need Ethical approval from Institutional Review Board (IRB) of
hospital/institution

I - Till date we have 250 submitted CT

o
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Code of Ethics
for Medicine Promotion 2016

- Set of principles to govern all medicines marketing phases, and to
monitor all parties involved in production, importation, marketing,
prescription, and dispensing of medicines

- Guidelines for health professionals on how to manage their interactions
with pharmaceutical industry

- Guidelines for pharmaceutical industry about how to implement
marketing practices to establish transparency and accountability
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- Improving the quality of generics by upgrading
registration rules especially by imposing bioequivalence
studies.

- Creation of subcommittees for prior in depth study of
different registration files components, consisting of
academicians and researchers. Members are selected by
the French drugs agency as an independent party.

- Issuing a decision for re registration of all generics
according to this new mechanism.

15
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- Enhancing transparency of the work of the registration
committee by publishing registration requests and
minutes of meetings and by imposing the signing of
conflict of interest declarations by all members.

- The issuing of a substitution list based on international
standards and scientific evidence.

- Creating a mechanism of re pricing and publication of
price lists that are updated according to price indexes
on a regular basis.

16
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TRACEABILITY

> Drug recalls
> Fighting smuggling and counterfeiting

Database on prescribed medicines
Medical prescribing patterns assessment
Market studies

NSSF direct disbursement to pharmacies

Pharmaceutical Supply Chain- Quality
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