GLOBAL SUPPORTED BY
FINANCING @ WORLD BANKGROUP
FACILITY

GFF Country Workshop, 28
January - 1 February 2018

Pharmaceutical
Management of Life-
Saving Commodities:-

Safeguarding Access
and Appropriate Use
Now and in the Future




‘Ou’rline

e Life-saving commodities
e Commodity management

 Examples of interventions to improve
commodity management

* Transparency and accountability in commodity
management

 Data on commodity management
e Prioritization for the Investment Case



‘Commodi’ries - The Facts

“Pharmaceuticals are indispensable to health systems;
complementing other types of health care services, they can
reduce morbidity and mortality rates and enhance quality of life.
Therefore, access to health care and essential medicines is
increasingly being viewed as a fundamental human right. Yet the
ability of pharmaceuticals to save lives, reduce suffering, and
improve health depends on their being of good quality, safe,
available, affordable, and properly used.” (WHO GGM)*

* Availability of essential medicines in low- and middle-income
country (LMIC) surveys averaged?
* 50% in the public sector
* 67% in the private sector
 WHO estimates that at least 1/3 of the world’s population
lacks regular access to essential medicines?

1. Measuring Transparency in the Public Pharmaceutical Sector. Assessment Instrument WHO 2009
2.UN 2012. MDG 8: The Global Partnership for Development: Making Rhetoric a Reality: MDG Gap Task Force Report 2012. New York. UN
3. Hogerzeil, H.V., and Z. Mirza. 2011. The World Medicines Situation 2011: Access to Essential Medicines as Part of the Right to Health. 3rd ed. Geneva: WHO



‘Why Worry about Commodity Management?

= Medicines account for the first 3 of the

top 10 inefficiencies in health systems
(WHR 2010)

1. Underuse of generics and higher
than necessary prices for medicines

2. Use of substandard and counterfeit
medicines

3. Inappropriate and ineffective use

* Keeps the population safe from harm due to
inequitable access, inappropriate use, and unsafe medicines

 Medicine stock-outs can decrease demand for services, increase staff
attrition, and ultimately compromise program effectiveness

 Gapsin access to reproductive, maternal, neonatal, child, and
adolescent health (RMNCAH) commodities is a barrier to improving the
lives of women, adolescents, and children



‘Life—Soving Commodities for Women and Children

Reproductive Female condoms
health Implants
1. Shaping global market Emergency
2. Shaping delivery markets contraception
3. Innovative financing Maternal health Oxytocin
4. Quality strengthening Misoprostol
5. Regulation efficiency Magnesium sulfate Acc.:elerate
' Newborn health Injectable antibiotics S
6. Supply and awareness of
Antenatal MDGs 4 & 5
7. Demand and awareness corticosteroid (ANCS)
8. Reaching women and children Chlorhexidine
9. Performance and accountability Resuscitation equip.
Child health Amoxicillin

10. Product innovation

Oral rehydration salts

Zinc

UN COMMISSION ON

LIFE-SAVING COMMODITIES
FOR WOMEN AND CHILDREN

UN Commission on Life-Saving Commodities (UNCoLSC) recommendations e
support clear objectives for under-utilized, life-saving commodities across
the RMNCH continuum of care. @ e s




‘Commodi’ry Management

 More than just
procurement and
distribution of
commodities

* Ensures safety, quality,
and cost-effectiveness of
medicines as well as
access

 Plus access to services
that support appropriate
and cost-effective use

Accessibility

Location of
Products & Services

Location of Users

k. r

Availability

Supply of
Products & Services

Demand for

kF’roducts & SerwceS)

Safe | Efficacious | Cost-Effective | Quality

Medical Products & Services}

Acceptability

Characteristics of
Products & Services

Attitudes &
\ Expectations of Users)

Affordability

Price of
Products & Services

Ability to Pay
N e
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Patient receives

in
0'\Spens 9 or s(7/e \Qo appropriate

> SR Dispensing

quantity at
affordable price

e or sale

from Drug shops/ pharmacies/community
health workers (CHWs)/clinics

Key elements

*  Product sold/dispensed appropriate to

patient needs
* Appropriate packaging to facilitate
correct use
* Counseling on use/administration
e Culturally sensitive service delivery
Nationa
1

* Report on consumption

Common Bottlenecks

*  Product not available ’

* Product not affordable or more
expensive product sold

* Lack of packaging material

* Job aids/SOPs do not exist or not used

* Staff not trained or supervised in
dispensing

* No system for reporting consumption or
staff not motivated to report



Example of Pilot on Dispensing Aids for Amoxicillin DT for Pneumonia

Amoxicillin 250mg dispersible tablets (DT)

Treatment of pneumonia for children from 2 months to 5 years of age

» 750y comprimé dispersible

to 12 months

12 months .b

uptoSyears §

DOSING SCHEDULE
‘= Dermonsirata by gving the fir: dose. Caregiar wil waich and learn.
= i regver o sdinitur i )
jivor to give medicine twice par day for the ull 5 days, even f b
2monthsup @

_—— -~ N Py
[00503-© © ~ ~
fotet G ‘D g
0 (2} (3] (4 (5]
‘Wash hands, then take: Putin a small, clean cup.  Add clean drinking water  Mix water and tablet(s) Mske sure the child drinks
=1 tablet for ‘or breast milk to cover well. all the medicine.
2 months up t 12 menthe. tablet(s) completely.
=2 for
12manths up to 5 years

IMPORTANT
™ Chack expiratcn data bafora ghing medicing  caregiver

™ Give chikd any remairing medicine kst n cup.
. jver o kep amdiln DT cut of the

W nstruct caregiver o use mixure immedataly and do ot stors for futurs use.

din aclean, dry plce.

™ Medicing shoukd not be shared.

W Amawcilin will not treat a viral infection such as the commen cold or flu.

FOLLOW UP
Instruct careghver
™ To contirus breastfeeding and give the child
mee .
® To retum immadataly if the chilct
* Becomes sickar
= 15 not able to dink or breastfsed
* Is worithg everyting
« Developsa fever
* Continuss fastor dficult breathing or wheszing

AT FOLLOW UP VISIT
™ Chack for danger signs
™ Assess child for cough or diffcuty brsathing
W sk caregiver
= Is tha chid braathing slower?
= Isthera loss fever?
= Is the chid eating bttsr?
™ Cansider rafemal i the chikdis not batir.

n SIDE EFFECTS
- ® Amaicilin can causs the fallowing sids effects.

* Side effects, as with other illins, are

o
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p(escfibing

Common Bottlenecks

Treatment guidelines do not exist, not ’
disseminated, or not adhered to

Best practices not included in STGs

Staff not trained or supervised in

prescribing

Weak controls on medicine promotion

Inaccurate, misleading information

Prescribing

by CHWSs/clinics

Key elements

* Appropriate prescribing

* Monitoring and mitigating adverse
events of medicine

» Staff capacity (preservice &
continuing education)

*  Culturally sensitive service delivery

*  Control of promotional activities



Facility/

Pharmacy

Distripytio®

National

Patient receives
appropriate
quality medicine
in adequate
quantity at
affordable price

é&

Common Bottlenecks

SOPs not available or used

Staff not trained in key tasks

LMIS non functional

Data from LMIS not analyzed or
used

Transport not available or no funds
for running costs

District

Distribution

To CHWs/pharmacies/drug
shops/clinics , from regional
stores/Central Medical
Stores/wholesalers

Key elements

* Ensuring consistent availability of
qguality commodities

* Efficient Inventory management

* Adequate storage capacity &
conditions

* Secure environment

* Adequate ordering/purchasing

* Efficient & appropriate transport
(from stores to service delivery
points)

* Logistics Information (tracking stock
levels & distribution) to inform
ordering/purchasing

* HR capacity (preservice and
continuing education)




‘Exomple — Senegal - Informed Push Model
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Contraceptive
Prevalence
Rate (modern)

Unmet needs
(married women)

29%

No control of

“Yeksi naa”: context 2012

44%

Without full
range of RH
commoditie

Stockouts
6 public SDPs)

80%

Stock outs

Results basic studies carried out

Lack of financial :
resources consumption data
e o
d
Lack of oy e L ~,
b Lack of logistical = -
guantification
resources
of needs
Frequent stockouts at
depot districts
Remoteness Inaccessibility
40%
20%

0%

80%
60% +

* WHO, 2011: 30% of beneficiaries reported
having unmet needs for modern contraceptives

* MocKinsey, 2013: 44% of facilities did not have
the full range of essential reproductive health
products. 80% of facilities experienced stock
outs. 60% of facilities stock outs occurred even
though products were available at PNA

67%
/ 53% m Dakar
36% i
27% Thies
/J\ A ] m Diourbel
/ i V% Kaolack

Dakar Thies  Diourbel Kaolack



“Yeksi naa”: Description of model

Old scheme before “Yéksi naa” launch
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program products 118 references
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©

» Availability of Consumption Data (100%)

» Availability of the set of products ( 75 %)

% of SDPs experiencing stockouts
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Average stockout rate: 1,88%

(August 2014 — July 2016)




(Exomple Malawi- cStock

Problems in availability of products and reporting by the
community health agents (HSAs)

Most HSAs had mobile phones

Set up an intervention to improve flow of data and
products using cStock through SMS of mobile phones and
analysis by the District Product Availability team

Health facility resupplies HSAs on receipt of stock levels by
SMS

Data base calculates resupply quantity
HSA collects when order is ready

Supply Chain managers can monitor stock levels and stock
outs and respond immediately



‘Resul’rs from Malawi

100

m 2012
W 2016

HSAs with HSAs HCs passing on
commodities submitting HSA data
available report

* Nationwide scale up by 2012 over 3700 HSAs
e Other products added to package eg FP and EPI
* DHIS 2 integration under m health platform

17



Patient receives
appropriate
quality medicine
in adequate
quantity at
affordable price

| V/-\T

~
Y
) \

Common Bottlenecks

Lack of (or poor data) for
guantification

LMIS data not used

Quantification assumptions not
validated with stakeholders
Frequent emergency procurements
No guidelines on subnational
procurement

Procurement is non-competitive,
mismanaged or affected by undue
influence

Poor monitoring of supplier and
procurement performance

District

Procurement

Key

N e

By CMS/pharmacies/drug shops/clinics

elements
Central and subnational procurement
Ensure quality products-
—  WHO prequalified commodities
— registered commodities
— Use of approved suppliers or
registered wholesalers
Ensure reasonable prices
— Tax waivers on essential
commodities
— Competitive transparent
process
— Large volume procurement
Quantification: forecast and supply
plan
Tender management

|




‘Procuremen’r in Bangladesh

* Problem: Lengthy procurement lead times, delayed donor
procurement approvals, incomplete and inaccurate data

* Coordination: Established a Procurement and Logistics
Management Cell at ministry level, Forecasting Working
Group at directorate level, and supply chain coordination
forum

* Procurement reform: Guidelines, operations manual, and
streamlined processes

o ATy MOHFW Supply Chain
) eaea Porta

Management F |

= |Information system:
Increased visibility and use
of data through Supply Il | o | Wy

About MOHFW Supply Chain Management Portal (SCMP)

.‘ ».i—.—, s o 3 Deilaed wd Cancatae wiiee By wecting Rens Yom D appeved produ ,A.-....‘_- P Weacive Stcad MONPW, Line

Chain Management Portal

Notice : Procurement contents before year 2017 has been transferred to scmpbd.org/archive. Please click

hereto go to Archive.



(Resul’rs

* Procurement lead time decreased from 78 weeks
to 33 weeks (FP) and 52 weeks (MNCH)

e Savings of USD 6.38m as of 2015 through
improved quantification and oversight, thereby
preventing unneeded procurements

* e.g., in FY 2012-2013, anticipated procurement
of 65,000 implants was cancelled leading to a
cost saving of USD 1.38 million

* |n 2014-2015, procurement for 410,000 implants
cancelled = cost-saving of USD 4.1 million



Example: Tanzania
Based Financing

— improving commodity availability through Results

= USAID

@/ FROM THE AMERICAN PEOPLE

VILIAGE @
REACH
% B 42

21



‘Background

The Government of Tanzania has been applying Results-based

Financing (RBF) approaches to improve the quality and utilization of

health services in primary care facilities.
Tanzania’s RBF model links payment of cash upon verification of
predetermined performance indicators. Currently, the scheme is

being implemented in eight regions

Procurement practices with RBF incentives

Medical Stores
Department

Complementary

Health system
facilities (PVM,
Suppliers)

22



100%

Quality of care

i

Shoyanga  Mhana Pwari Tabeea Geta Kagera

Dispensaries and health centers

‘ Tanzania Results

Kigoma

BlanMa’
nlgrkn’
o huSept’
#0cDe’

Rhordn’
i Sept”

Availability of tracer commodities

L
045% Oct -Dec
2016
Jan-Mar
2016

July-Sept
2017
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Health
Facility/

Pharmacy

’\/

National

Common Bottlenecks

Insufficient/inequitable
allocation

Misalignment of donor fund
cycles for commodity
procurement

Bottlenecks in financial flows:
delays & inefficiencies

o,
ex
—

Patient receives
appropriate
quality medicine
in adequate
quantity at
affordable price

District

Financing

Key elements

RMNCAH commodity security
working group to advocate for
resources

Resources mobilized and
allocated for procurement of
RMNCAH commodities &
services

Sustainable source of funding
Efficient use of resources
Public financial management
Tracking of expenditure on
pharmaceuticals & inequities




Patient receives

appropriate SEIECtiOn

quality medicine
in adequate

quantity ot
affordable price Key elements

&
‘/ - District * Selection of appropriate products
/ Y — Essential Medicines List
. — Standard treatment Guidelines
* Selection of appropriate dosage
forms
* Determine which commodities should
be available at which level
* Insurance reimbursement lists

e ldaalale
i

Common Bottlenecks

* EML not updated and aligned
with treatment guidelines

* EML not widely disseminated

* Limited stakeholder involvement
in review of EML and STGs

* No documented review process ,

* Lack of transparency; use of ’\
evidence or defined criteria for
decision making

*  Conflicts of interests not
declared, reported and/or

appropriately managed k/



Health
Facility/
Pharmacy

Common Bottlenecks

Lack of pharmacy standards by
which to inspect

Lack of HR capacity to inspect
and enforce

Weak decentralized inspection
Lack of information on which
shops are licensed, which have
been inspected and when and
what the results were

Weak enforcement of provider
registration

Patient receives
appropriate

in adequate
quantity ot

ésf_
’\/
D

quality medicine

avs.  Regulatory oversight

District

& inspection

Key elements

* Licensing and inspection of
pharmacies, drug stores,
wholesalers & manufacturers

* Enforcement

* Provider registration




Patient receives
appropriate
quality medicine
in adequate

sl Registration

o,
ek
-

s District Key elements
X * Product registration

Quality assurance- post

Health marketing surveillance of
Facility/ medicines
I ) igi
Pharmacy /3 * Pharmacovigilance
National

Common Bottlenecks

* Lengthy and inefficient
registration process

* Lack of robust QA system

* No pharmacovigilance system
or PV does not include RMCNH
commodities




‘S’rreng’rhened Registration in DRC

Weak regulatory capacity to manage registration and approval of new
medicines

—targe number of unregistered, substandard, and falsified medicines circulating
Weaknesses in the registration process

— No written procedures

— No registration committee

— No mechanism existed for tracking decision making

— No official register of approved medicines
Intervention

— SOPs and guidelines for product registration

— Staff training

— National registration committee formed, schedule for quarterly meetings
established

— Database of registered products created
— Set up systems for publishing and posting of the registered medicines list

28



‘Resul’rs from DRC

100
80 -
60 -
40 ~
20 - m 2011

0 - W 2016
Days to process % of EML

registration medicines with
registered
products

© 2016, Courtesy of MSH"

A pharmacy inspector and customs
officer in DRC review the new
Registered Medicines Directory.

 More products were registered in the database (400 in 2011 to 4,606 in 2016)

* 1,392 products were deregistered in 2015-2016

* Customs officers and inspectors are better equipped to identify and confiscate
unregistered medicines at the border and in circulation in DRC

 MOH has the capacity to systematically and transparently evaluate and approve

medicines for registration, in a timely manner

29



Patient receives
appropriate

wolly edie Policy and legal

quantity at
affordable price

o
et
-
e L framework

Health
Facility/ Key elements
* National Medicine Policy

* Policy on user fees and

C;

Pharma

~— -
S — exemptions
* Legislation to regulate
activities in public and private
sectors
National * Legal dispensing of medicines

Common Bottlenecks

* Misalignment of policy with
strategies eg CHWs

* Legislation outdated or not
enforceable




‘Tronsporency & Accountability Essential in Commodity Management

* To improve efficiencies and reduce wastage and mismanagement

 Coordination committees & quantification committees to increase
participation and transparency, reduce wastage, analyze funding gaps,
and minimize inconsistency and undue influence

» e.g., Swaziland TWG coordinated supply planning allowed UNFPA to cancel an
unnecessary procurement of 12,000 sets of Jadelle implants, saving USD
102,000.

* Civil society participation and monitoring of service delivery, e.g.,
CSOs in Mali participated in national quantification workshops

e Strengthen information systems to generate reliable data that can be
analyzed and used

* HR systems and processes fair and transparent

31



What do we know about commodity
management in these 10 new GFF
countries?



Availability: scarce and or outdated data

T . . . o . . .
Availability of a set of essential medicines (%) % of commodities with no stock outs at central level in 3 years
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Reproductive Health

Percentage of primary SDPs with at least three modern FP
methods available (2016)

Percentage of facilities with stock out of condoms (male and female)

in 2016 u Male

100%

80%

60%

40%
=)

0%
6’b

o

100%
80%
60%

40%
Coaad.
0% —H —_ - -

m Female

(2016)
condoms (male and female) in 2016

Percentage of primary SDPs with at least
three modern FP methods available
Percentage of facilities with stock out of

33 33



Guidelines, Policies and Systems

System policy factor Afghanistan [Burkina Faso| Cambodia Cote d'lvoire Indonesia | Madagascar| Malawi Rwanda

EML up to date * 2013 2012 2011
Guidelines include ORS for
management of diarrhea
Guidelines include zinc for
management of diarrhea

Guidelines include oxytocin for
mngmt of 3rd stage of labor

Guidelines include magnesium
sulphate for eclampsia

Policy for community case
management of diarrhea
Policy for community case
management of pneumonia

LMIS system

Quality problems reported
(pharmacovigilance)
Products sampled for quality
testing

Percentage of 13 RMNCH LSC commodities on EML Percentage of RMNCH commodities that have at least one

100% (2017) % product registered (2013)
0 9
= 1
=
80% = 0.9 80% 80%
£ 08 73%
60% 57307
o
E 2 06
0, _ et}
40% S & 05
I +
20% - é Soa4
= g 0.3
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(How to Prioritize what to include in the IC

* |dentify bottlenecks in management of
commodities

e Options for situational analysis
— RMNCH landscape synthesis
— Global Fund supply chain capacity maturity model
— USAID supply chain assessments
— WHO regulatory system benchmarks assessment

35



‘Si’ruo’rionol Analysis using the RMNCH Landscape Synthesis Tool

Senegal

?

a

5
aﬁ
Sierra

Leone

18 countries in sub-Saharan Africa
and Asia conducted RMNCH
Landscape Synthesis, including six(6)
with multiple rounds (2013-2016)

of)e

B Conducted first round
I Multiple rounds conducted

Landscape Countries

* Bangladesh *
* Benin

* Burkina Faso
* Cameroon

e DRC

* Ethiopia

* Kenya *

*  Malawi

e  Mali

*  Mozambique
* Niger

* Nigeria

* Pakistan

* Sierra Leone
* Senegal

* Tanzania

* Uganda

* Zambia

Slide from RMINCH Strategy and Coordination Team (SCT)

* Enumeration assisted by USAID

36




Country situational analysis

Select Country Q Single-Country Dashboard: Burkina Faso Download PDF
Download XL S
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manufacturing, import, procurement, regulatmn. quality control, supply and utilization to help identify
barriers to accessing life-saving RMNCH commodities and services. The RMNCH Landscape Synthesis
brings together data from established information sources including MoH documents, health facility
assessments, health and logistic management information systems, and household surveys. This is
complemented by semi-structured interviews with MoH officials, procurement and regulatory
agencies, and in-country partners. Based on this information, indicators were given a performance
rating (weakest “1” to “5” strongest)? and p: d in the tables below.
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In Malawi, the RMNCH Land Synthesis was conducted during February 2016 and involved a
collaboration of in-country UN 2 agencnes. MoH personnel and partners?.
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Using the Summary Report
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s- s- 3= 3~ 3- 1~ mwa 31- eExa 3~ 5= 3~ ama saving RMNCH commodities and services. Identification of barriers can begin the conversation

amongst government and partners to address these barriers and build sustainable solutions. Teams
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: : : : : : = e : : e . Share this information with partners to examine bottlenecks and cultivate potential solutions
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(Priori’rizo’rion for investment case

Barriers to access and availability of commodities
include lack of information on financing,
procurement, weak supply chains, inadequate
regulatory capacity, and lack of coordination across
stakeholders.

Situational analysis to identify key bottlenecks
Synergy with other donor efforts

Involve all key stakeholders, including those with
technical expertise in commodities, in determining
bottlenecks and defining areas to intervene

Look for most critical bottlenecks

38



‘Key Points

Commodities are an essential piece of RMNCAH
Interventions

Ensuring the safety, quality, availability, and appropriate
use of commodities is paramount

Procurement and distribution are not the only challenges

Prioritizing key bottlenecks in commodity management
can result in cost savings through improving efficiency

Strengthening pharmaceutical systems takes time, and
needs commitment, funding, and coordination, but is
essential for sustainable improvements in access to
medicines to meet needs of population now and in the
future

Consider key commodity management bottlenecks among
priorities for Investment Case
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Learn More

www.globalfinancingfacility.org

@ GFFsecretariat@worldbank.org
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