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Medicine Value Chain Framework
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Presenter
Presentation Notes
Introduce Affordable Medicines Directorate to explain why we are here and that we are here to discuss not only the EML and STG Application but how it fits into the wider Rational Medicine Use context and the overall Medicine Value Chain Framework.
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Essential medicines Concept | e

Why Standard Treatment Guidelines and Essential Medicine List?
“For the rational and equitable use of medicines in South Africa in accordance with the

WHO Essential Medicines concept”

What is the Essential Medicines List? What are the Standard
Treatment Guidelines?

» Developed to satisfy the priority health care needs of the
population * Implementation mechanism of
the EML providing guidance
on how to use medicines
which appear on the EML

» Selected according to disease prevalence, evidence on
efficacy and safety, and affordability.

e Determined by the ministerially appointed National
Essential Medicines List Committee (NEMLC) that has
technical sub-Committees (Expert Review Committees)

Review process is continuous —
As health needs, evidence and healthcare costs are dynamic.

* Ref: http://www.health.gov.za/index.php/essential-drugs-programme-edp
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Presenter
Presentation Notes
Essential medicines concept is aligned with the WHO essential medicines concept FOR the rational use of medicines in South Africa (our country). It consists of the EML and STGs. 
The EML (that satisfies the priority needs of the population) is determined by the ministerially appointed National Essential Medicines List Committee. 
Whilst, the STGs are an implementation mechanism of how to use essential medicines.
Of note is that the EML and STGs are continuously updated through an extensive peer review process; as the population’s health needs, evidence and costs are continuously changing.



Process to decision making
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| STAKEHOLDERS REQUESTED TO PROVIDE COMMENT ‘

MULTIDISCIPLINARY PROCESS

NEMLC comprises of Specialists, medical practitioners; nurse practitioners; pharmacists; pharmacologists;
public health specialists; economists; private sector Medical Schemes; bioethics experts; academia



Principles and review criteria

What are the principles of What are the criteria for selection?

selection?

B = < 7

Quality, Safety &
Need: Pupiic Health Efficacy &
Relevance

Effectiveness

Evidence
based

Equity

Implications for
Practice

Cost & Affordability

decision
making

« Priority health diseases and  Pragmatic considerations

conditions contribute
significantly to burden of
illness and injury

* Product is registered in
terms of the Medicines Act

« Affordability of medicine,

« Feasibility (e.g. adherence)

» Acceptability

* Monitoring & evaluation to
further inform decision-
making

compared to current
standard of care and within
budgets-of providers of
health care services.

« Evidence of efficacy, safety
and effectiveness.
 Local epidemiology
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Process Map for Revision, Dissemination and

Implementation of STGs and EML

1 Review of National ABC Analysis (Expenditure and Volume) Departmental Guidelines
Planning Call Up Notice to Pharmaceutical and Therapeutics Committee
- (PTC)

— External Comment
PTC Submissions } Reviewer compiles chapter Literature Review
External Consultation

Meta-analyses

Market Intelligence

vl B i) Technical Expert Committee Peer Review Health Technology
Assessments

Pharmacoeconomic Analyses

Randomised Controlled trials

National Essential Medicines List Committee (NEMLC)

Comments compiled and investigated
Peer Review by Technical Expert Committee

NEMLC approves amendments

Editing — Essential Medicines List extracted

from Standard Treatment Guidelines
Editorial

5 Provincial ABC Analysis and Drug Utilisation
Review

Measure and
_EW
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Good governance in decision making

Strategic Vision

Conflict of interest:
Responsiveness Preserving selection
decisions against
— undue influence is of
Rule of Law and Effectiveness paramount
importance

Good
Governance

Consensus - N
Orientation Accountability

Transparency

‘There is no such thing as a free
L2 health '
& ? heath lunch \ Ly
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Progress of decision making

. Evidence-based Medicine - Health Technology Assessment
Y Systematic i i
Reviews H Relationship of EBM and HTA

Evidence Based \__l_ )
Individual decision —— —

E idence Snscd

Making - e
—— HTA

OulCUl_‘nES » Economic _ Cost-effectiveness Ethical/ Legal
analysis analysis analysis Analysis

Template for medicine reviews developed in
collaboration with Cochrane SA
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Motivating for a Medicine on the EML

National Essential Medicine List
Indicote the Level of Care Medication Review Process

Component:

MEDICINE MOTIVATION:
1. Executive Summary

Date:

Medicine (INN):

Medicine (ATC): http/fwww whocoe. ne
Indication [ICD10 code): hitp.//opps.
Patient population:

Prevalence of condition: [article citation AND hyperlinked]
Level of care:

Prescriber Level:

Current standard of Care:

Efficacy estimates: (preferably NNT)

Motivator/reviewer name{s):

PTC affiliation:
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ed to be too det
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Comparators | Primary Teffect
outcome | sizes
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EVIDENCE TO DECISION FRAMEWORK

C aiternatives

2. Name of author(s)/motivator(s)

3. Author affiliation and conflict of interest details (O

e he y ex pho/component/ohocadowniood/ct

eed it and why alte are not suitoble
5. Purpose/Objective i.e. PICO question [comparison to current standard of care for a specific

noscatson

6. Methods:

a. Data sources e.g. Me

b. search strategy Cut o

required at o loter s

g. 14 j
€. Excluded studies: O

with

cribes brigffy which you h

QUALITY OF

EVIDENCE

‘what is the overall confidence in the evidence
of effectiveness?

Confident Mot Uncertain
confident

I N I

BENEFITS & HARMS

Do the desirable effects outweigh the

undesirable effects?
Benefits  Harms Benafits =
outweigh outweigh harmsor
harms benefits Uncertain

L1 [

Author, dote | Type of study | Reason for exclusion

d. Evidence synthesis —[article citation AMD hyperlinked] Brief (don't get corred oway!) criticol

amtrod

th their

THERAPEUTIC INTERCHANGE

Therapeutic alternatives available:
¥es Ng

]

List the members of the group.

List specific exclusion from the group

Rationale for therapeutic alternatives included:

References:

Rationale for exclusion from the group:

References




Motivating for a Medicine on the EML

VALUES & PREFERENCES /
ACCEPT,

Is there important uncertainty or variability
about how much people value the options?
Minor  Major  Uncertain

]

Is the option acceptable to key stakeholders?
Yes No Uncertain

[

How large are the resource requirements?

More Less Uncertain

intensive  intensive

O O 0O

Cost of medicines/ month:

Medicine

Cost (ZAR)

Additional resources:

EQUITY

would there be an impact on health inequity?

Yes No

] (I R

Uncertain

Is the implementation of this recommendation

feasible?
Yes No Uncertam
We We suggest | We suggest We We
recommend] not to wse using either uggest recommend
aganst the | the option the option using the the option
option and ar ar the aption
Type of recommendation for the toumethe | alternative
akernative | alternative
o o o o (=)

Recommendation

Rationale:

Level of Evidence:

Review indicator:

Evidence Evidence of Price

of efficacy harm reduction
VEN status:

vital Essential Necessary

— OO 0O

Monitoring and evaluation
considerations

Research priorities

References: Remember to reference the excluded studies. Vancouver style format.




Example

Evidence review — Primary Health Care EML

Question: Amongst adult patients on first-line combination ART, is the integrase inhibitor dolutegravir more efficacious
and/or better tolerated than the non-nucleoside reverse transcriptase inhibitor (NNRTI) efavirenz?

el

Adobe Acrobat
Document

Recommendation: After the first iteration of this review, the Primary Healthcare expert review committee (ERC)
recommendation was as follows:
Based on the appraisal of the evidence presented in this technical review, the Primary Healthcare ERC recommends that
dolutegravir be introduced into the firstdine antiretroviral regimen (in combination with 2 N(t)RTIs) for HIV-infected adult
patients commencing ART.
However, in response to the neural tube defect signal, DTG is not recommended for use in early pregnancy and DTG should
be avoided in women of child-bearing potential who are not on reliable contraception.
Patients requiring concomitant rifampicin-containing TB therapy would require DTG dose adjustment.
Alternatively switching to efavirenz-based ART for the duration of the TB therapy could be considered.
Rationale: Evidence of superior efficacy and potenitally superior barrier to resistance of dolutegravir compared with
efavirenz; though there is limited evidence for use in pregnancy. Pharmacokinetic data indicate dose adjustment is
necessary with concomitant rifampicin (rifampicin is a strong inducer of UGTIA3 and CYP3A4, and reduces DTG
concentrations).
Level of Evidence: | Systematic review, RCT
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Pharmacoeconomics - Progressive evolution

International
price comparisons
Progress of pharmacoeconomics in decision-making

COST COMPARISON 7 N COST MINIMISATION A A BIA
» Oode 0
Budget = R20.00

§ Option 1 = R19.95 CD/

Budget

Qutcome 1

Option A comparable to
option B in terms of efficacy
(& safety)

Qutcome 2

Quicome 3
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Example

Cost effectiveness analysis - Adult Hospital Level EML

* Rivaroxaban vs warfarin-
enoxaparin (with INR

monitoring) protocol

« Indication: Treatment of
venous thromboembolism
(VTE) and pulmonary

embolism (PE) and

prevention of recurrent VTE.

health

« EINSTEIN studies show « Incremental cost of 12 months

rivaroxaban is comparable treatment vs enoxaparin —

to standard of care; warfarin per patient was +

« Lower risk of first major R8240 (Base case using SEP).

bleed and reduction in » Reduce price by 80% results in

length of hospital stay. 3 and 6 month treatment

[LoE: | RCTs] periods to be cost-saving.
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Adobe Acrobat
Document

« Local prevalence data not
available — baseline data not
available? scope creep for

use in other indications?

« Initial budget outlay would be
considerable & trade off would

be required — affordable?

» Will the projected cost savings
(reduced hospital stay, bleeds,
recurrent VTES) materialise —

M&E is important.

l



Accessing the STGs and EML

MOBILE APPLICATION

for the Standard Treatment Guidelines (STGs)
and Essential Medicines List (EML)
for Primary Health Care (PHC) Level

HOW TO DOWNLOAD ON ANDROID?

O 06

HOW TO DOWNLOAD ON 10§?

m SA v]

< Anaphyla...

ANAPHYLAXIS

R57.9/T78.0-3/T80.5/T88.6

= Description
+ Emergency Treatment
+ Medicine Treatment

+ Referral

DESCRIPTION

A very severe allergic reaction that usually occurs
within seconds or minutes after exposure to an
allergen, but may be delayed for up to 1 hour. The
reaction can be short-lived, protracted or biphasic, i.e.
acute with recurrence several hours later. Inmediate
reactions are usually the most severe and/or life-
threatening.

Clinical features include:

Depariment

0 =
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Department of Health
Standard Treatment Guidelines

Essential Medicines List for South
Africa

o
MRC)
g
@ The Open Medcine Project

L + Acute onset of signs and symptoms.
e + Urticaria (hives) or angioedema. O
W STEP 1: STEP & STEP 3: + Bronchospasm, wheezing, dyspnoea, chest o=
> ® Go to App Store Open search in tightness.
d function “PHC Clinical Guide™ « Laryngeal oedema with upper airway
k_a and click INSTALL obstruction or stridor.
STEP 1: STEP 2 STEP 3:
Go to Google Open search Type in '
Play Store function 'PFCC_lhi:ﬂl Guice” Herici Pt MRC‘\{
and click INSTALL ) P
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Strengths and Challenges

Strengths
« Robust evidence-based review and strong governance processes
« Improved access, transparency and stakeholder engagement:
= Level of evidence listed in STGs, with evidence citations
= Dynamic process, continuous updating — short time period between review cycles
= Peerreview through external stakeholder commenting process
= |Implementation of new decisions through technology — mobile application

= Medical scheme experts on the Technical Expert review Committees and representation from Council
of Medical Schemes

Opportunities to strengthen the process

e Stronger collaborative efforts required to ensure alignment between STGs and EML with other clinical
guidelines

» Lack of skilled experts in evidence-based medicine and pharmacoeconomics
* No current mechanism to deal with Industry Submissions

« To achieve patient centred universal healthcare, patient/community education and involvement in
decision-making processes is needed

« Guideline implementation needs to be strengthened
« Assessment of clinical outcomes would provide an effective measure of the impact of the STGs and EML
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THE ONLY TIME
YOU SHOULD EVER

LOOK BACK.
Thank You! IS TO SEE HOW
FAR YOU'VE COME.

EDP Team:
Janine — Janine.Jugathpal@health.gov.za (Deputy Director: Essential Drugs Programme)
Trudy — Trudy.Leong@health.gov.za (Selection: Primary Healthcare and Adult Hospital)
Jane — Jane.Riddin@health.gov.za (Selection: Tertiary and Paediatric Hospital)

Ruth — Ruth.Lancaster@health.gov.za (Rational Medicine Use, AMR, Third Line ARVS)

« Shereen — Shereen.Govender@health.gov.za (Rational Medicine Use)

Email: SAEDP@health.gov.za

NDoH website: http://www.health.gov.za/index.php/affordable-medicines/cateqory/195-essential-drugs-programme-edp
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http://www.health.gov.za/index.php/affordable-medicines/category/195-essential-drugs-programme-edp
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