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Agenda

|. Background and common challenges in the HIV viral load testing space
2. Evolution of PEPFAR’s all-inclusive reagent rental model

3. What is a Service-Level Agreement? Key elements of PEPFAR’s global
SLAs

4. Achievements, lessons learned, and recommendations for
implementation of SLAs

5. Next steps and upcoming sessions for the ASLM Lab CoP
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Obijectives today

* We will share our experience on how we conducted two global tenders

(RFPs) among primary diagnostics suppliers on behalf of PEPFAR and
negotiated global SLA:s.

* We will also share our lessons learned and our expertise acquired

during the implementation of these contracts globally and at country
levels.

* We hope it will help you accelerate SLA adoption and supplier
performance management with your manufacturers and distribution
partners.
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Background

Improving price transparency and service performance and building a healthy supplier market was key for
PEPFAR to transform molecular laboratory testing and provide cost effective and efficient services for better
health outcomes.

In 2019, acting on behalf of PEPFAR, GHSC-PSM project conducted a first global viral load (VL) and early infant
diagnosis (EID) RFP (so-called Wave-1 Global RFP) that established a global price for reagents and consumables,
and all-inclusive pricing for high-throughput, lab-based HIV viral load and early infant diagnosis testing in the six
highest volume PEPFAR-supported countries.

In 2023, GHSC-PSM concluded the Wave-2 of the Global VL & EID RFP, which extended the all-inclusive reagent
rental approach to an additional 42 PEPFAR-supported countries through global service-level agreements (SLAs)
with three major global manufacturers (Abbott, Hologic and Roche).

The all-inclusive pricing and service terms for VL/EID testing are now available to all buyers with PEPFAR funds.

The arrangement includes reagents and consumables required to conduct a VL/EID test; diagnostic instrument
lease, installation, and removal; end-user initial and on-going training; maintenance of instruments; supply chain
services; and instrument remote connectivity and data reporting.

Benefits of SLAs include standardization of services and contract terms across procurement agencies and
donors; harmonized mechanisms to manage suppliers’ performance;and potential financial savings.
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The focus of PEPFAR efforts on establishing the all-inclusive reagent rental model has
been on HIV VL/EID testing in high-throughput laboratories (Process 1)

Process 1. At anational or regional lab, on a 2. At a clinic, on a point-of-care
high-throughput instrument instrument

Patient blood sample taken
at a clinic or hospital

Sample transported to a
national or regional lab

Patient blood sample taken
at a clinic or hospital

2 Test is conducted
Lab conducts the test in individually on-site (90+
parallel with tens or hundreds % mins)
@

of other samples

Result is reported back to
patient (potentially in same
visit), and doctor may adjust
treatment if needed

Result is reported back to
patient, and doctor may
adjust treatment if needed

Instruments

Roughly 90-95% of testing
in PEPFAR-supported
countries is done in labs.
The all-inclusive reagent
rental model has
therefore been focusing
on the market for lab-
based testing

In this market, suppliers
provide instruments,
reagents and consumables
for running tests, and
support services (e.g.,
maintenance, training,
data connectivity)

USAID Global Health Supply Chain Program



Typically encountered problems with the management of VL/EID
testing programs

* No national strategy for VL procurement. Laboratories procure reagents
through fragmented system

* Reagents and consumables stocked out
* Capital procurement with equipment without lasting service contracts

* No standard national plan for equipment maintenance or contract for it
resulting in backlogs due to equipment downtimes

* While a maintenance contract is in place, there is no mechanism for
enforcing it or monitoring actual performance by service providers

* Too many instruments (excess capacity) or inefficient utilization
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We understand that many of ASLM’s Lab CoP countries face the same problems with

supply chain and equipment maintenance as PEPFAR used to have

Summary of Self-Assessment on VL testing among ASLM Lab CoP member states (2019-2022)* shows that SCM and equipment
maintenance areas have the lowest level of maturity (75% of respondents described them as foundational or low)

Table 1: HIV Viral Load Testing Cascade Self-Assessment Scorecard

Domains that need increased attention

R

—>

Country 1
Country 2
Country 3
Country 4
Country §
Country §
Country7
Country §
Country §
Country 10
Country 11
Country 12
Country 13
Country 14
Country 15
Country 16
Country 17

Demand Creation for
HIV VL testing

Specimen Collection
and Processing

Sample Transportation

HIV VL Testing

Waste Management
and Biosafety

Supply Chain Management
and Equipment Mainenance

Results Utilization

Leadership and Management

Bl 1 (foundation level) Bl 2 B 3 B 4 (fully matured)

Some countries require

Key: Four progressive levels of scores of maturity of the system (domain) more dedicated TA

*Adopted from the 6™ Annual Lab CoP meeting report, October | 1-13, 2022
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Evolution of PEPFAR's all-inclusive reagent rental

model




Faced with the critical challenges in the VL testing space, PEPFAR adopted an
innovative approach to strategic procurement of commodities and services — the All-
Inclusive Reagent Rental Model, which led to establishing SLAs with global suppliers

&

Challenges

#

Strategies used in the Global RFPs for VL and EID testing

Lack of all-inclusive
service packages

Developed standardized, all-inclusive service package for suppliers to bid on for all
countries

No formal supplier
contracts and service
levels

Established standardized service agreements and KPI tracking, with regular supplier
performance dialogues

Made suppliers contractually accountable for their distributors’ performance

Lack of data transparency

Required suppliers to enable automated reporting of operational data from all instruments

High variations in pricing

Aggregated PEPFAR spend to maximize buying power
Leveraged new entrant (Hologic) to promote competition

Restructured global pricing approach:

* Global price for reagents & consumables by supplier
* All-inclusive pricing per test

® Price transparency for individual country services

® Volume-based discounts
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Problems with supply chain management and equipment maintenance can
be tackled through these interventions:

Problem Solution

Capital procurements and

equipment graveyards Instrument leasing instead of outright purchase, and upgrading of older equipment

Too many instruments
(excess capacity) or inefficient
utilization

S Minimum utilization requirements on instruments

Integration of testing — expansion to other disease areas

Provision of commodities only Provision of commodities and services to include cost per patient test for reagents,
consumables, controls and some wastage

Instruments with prolonged
downtime and overdue >
maintenance

Maintenance terms and KPIs for performance monitoring and accountability

Shifting more responsibility to vendor via different incoterms and/or vendor

Reagents and consumables managed inventory
stocked out

Data systems not available or Holistic approaches to data ecosystems:interfaces between health information systems,
with limited integration. Long > laboratory information systems, instruments, use of KPIs and other data for decision
TAT of results return making
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Evolution of PEPFAR’s global SLAs: The timeline

. o . o - —

2019 2020 2022 2023 2024

Wave-| RFP Wave- | Wave-2 RFP kickoff Wave-2 implementation ::zpfi:;fz'; S:r:i

kickoff implementation Global RFP extended  All-inclusive pricing and KPlIs PEPI;AR Y

Global RFP initiated = New global reagents and to cover services for  go into effect for the Wave-2

with focus on consumables prices additional 42 countries with regular GHSC-PSM is helping to

reagents and enacted.All-inclusive “Wave-2” countries, PEPFAR-supported purchases. build capacity for SLA

consumables for all services pricing went supported by PEPFAR  Engagement occurs with the implementation, focusing on

countries and all- into effect for six largest main public procurers countries which

inclusive services volume countries. (Global Fund, MOHs) for the ~ demonstrated strong

for six high-volume Instrument operational remaining Wave-2 countries  interest and readiness for it.

“Wave-1" countries  data reporting began in to make them aware the Additional countries may
Wave-| countries negotiated benefits need further support.
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Now, nearly 50 countries are included in the PEPFAR Global Viral Load Initiative

28 countries in Africa

10 countries in
Latin America
& Caribbean

10 countries
in Asia &
Europe
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What is included in the PEPFAR’s SLASs?




I What is an SLA! It’s not a new concept

* A Service Level Agreement (or SLA) is a contract between a service
provider/vendor (in this case, the Supplier) and an organization (in this case, GHSC-

PSM) that ensures both parties abide by defined conditions they are both obligated
to meet.

* The establishment of an SLA between a buyer and a vendor provides a platform
that sets-up the service terms of the contract and establishes standardized
evaluation criteria by which the buyer can assess the performance of the vendor.

* PEPFAR’s SLA is designed as an Annex to a standalone supply framework agreement,
such as a Basic Ordering Agreement
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Basic Order Agreement (BOA)

Period of agreement

List of products falling under the agreement
Packing & Shipment packaging requirements
Delivery process & Required documents
Inspection & Acceptance of goods

Payment terms & Invoice requirements
Supplier warranties

Dispute resolution

Contract termination

BOA vs. SLA: main differences in purpose and content

Service Level Agreement (SLA)

Ordering process

Pricing details

Equipment leasing, installation, and removal
Equipment training

Equipment maintenance

Reporting requirements

Key performance indicators (KPlIs)
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The all-inclusive standard service package in SLAs include:

Category

What is included?

Instrument lease,
installation and removal

Equipment lease and installation costs, including placement, delivery of machines to
site, inspection of machines, initial end user training and instrument removal at end
of life or end of contract

Service and
maintenance, insurance,
and ongoing end user
training

All aspects of servicing and maintaining instruments and providing ongoing end
user training, including insurance, preventative maintenance, repairs and
replacements, and necessary updates

Connectivity and data
reporting

Automated reporting of operational data from instruments

Commodity supply
chain management

Freight and logistics of reagents and consumables delivered to an agreed place, per
incoterms (e.g. the central medical store)

Equipment upgrades

Planned enhancements and upgrades to instruments
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SLAs are as effective as they are monitored and managed against
established service levels, hence the need for Key Performance Indicators

(KPls)

Under the SLAS, suppliers

Category Areas tracked in key performance indicators
Service and * Preventative maintenance visits per instrument per year
maintenance, = Average response for equipment breakdown
insurance, and = Average time to repair

ongoing end user * Instrument outages after regular maintenance

training = Average uptime working days per quarter

= Average number rejected runs or failed tests

are responsible for
monitoring and reporting
regularly on 10 key
performance indicators.

This enables countries to

Connectivity and data Average "uptime" of automated reporting systems at least
reporting once per day
* Quarterly Reports submitted on-time

hold them accountable for
their performance and
guality of services

Commodity supply = Share of reagents and consumables in a delivery with
chain management required shelf life remaining
= Share of reagents and consumables delivered in full and
on time

Note: Additional detail can be found on the appendix

USAID Global Health Supply Chain Program

CONFIDENTIAL AND PROPRIETARY - DO NOT DISTRIBUTE |§



What is NOT in PEPFAR’s SLAs for molecular VL testing:

POC instruments
Other assays besides HIV (but they may be added in the future)

Other services beyond the standard package (e.g. sample transportation or waste
management not included)

VMI is an additional services, at extra charge and with its own SOW and multi-
stakeholders’ Roles & Responsibilities

While there are KPIs on shelf-life compliance and On-Time and In-Full delivery, SLAs
won’t automatically address all issues behind stockouts problems.

Quantification remains a responsibility of a buyer/country as well as timely order
placements with considerations of suppliers’ lead times. Buyers need to regularly
share accurate forecasts with suppliers.
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Demystifying concepts around all-inclusive agreements

Some countries and buyers shy away from exploring all inclusive SLAs due to common misconceptions.
Below are a couple of examples

L - S

All-inclusive SLA makes a country to An SLA is the final outcome of a refined RFP process that makes sure all
omit important procurement protocol  procurement and negotiation protocols are observed to get the best
that may lead to audit findings later prices and service terms. Then countries will choose the respective

suppliers based on final negotiation.

It is extremely difficult to put an SLA in  After the PEPFAR RFP and finalized negotiations on SLAs, there is now a
place whole process outlined on how to achieve this and an example of a
template SLA for other buyers to adapt to their needs

SLA management concerns only for The SLA management via KPl monitoring is a collaborative approach for
buyer (procurement agent), donor and  a country with a main focus on MOH taking responsibility to ensure all
supplier suppliers are monitored regardless of donor source of funds. For

example, where platforms share reagents from GF and PEPFAR,
information on machine is available on same platform and performance
can be monitored
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I The global SLA implementation by GHSC-PSM has had a measurable impact on pricing
for all VL/EID reagents and consumables and on the laboratory supply chain towards
services which are more cost effective, efficient, and responsive to patient needs

>50 million >| 37 million $2 - $3

VL and EID tests procured by Cumulative savings on these Average savings
PEPFAR 2020 - 2023 under the orders since 2020, compared per test across the
global all-inclusive SLAs with with pre- global RFP prices PEPFAR portfolio

Abbott, Roche and Hologic

Supplier performance KPIs tracked under global SLAs and issues being identified and
rectified in a timely manner. Instances of backlogs due to poor instrument performance reduced

Instruments automatically reporting operational data to the suppliers’ instrument
data platforms and PSM’s global dashboard

The relationship between GHSC-PSM and diagnostics manufacturers has changed from transactional,
ad hoc-procurement activities to a long-term, mutually beneficial strategic partnerships
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Based on our experience, we recommend this process for setting
up and implementing SLAs for the HIV VL testing:

Start with change Implement and Monitor supplier Consider long-term
management execute the SLA performance opportunity for VMI
‘i'-‘;o : P=_ceee

- IIII
rfr L -
0 Engage stakeholders |. Negotiate,contract I. Putin place an |. Determine and meet
Q Communicate your and execute all- Instrument Data qualifying VMI criteria,
change story inclusive SLA with sharing agreement including appropriate
O Coordinat d defined KPIs (VIPMA) which allows incoterms in place
pordinace an 2. Set up an SLA management for key data to be 2. Agree on an SOW
agree on supply : P 8 lected from i - A8
plans across procurers unit and KPI monitoring collected from instruments with all stakeholders
in your country process for accountability 2. All KPIs can now be 3. Pilot VMI
monitored
Improved pricing and Increased data visibility Increased efficiencies

performance
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More advice for you to consider:

°* Bring every stockholder to the table in planning and execution of SLAs and ensure
your all-inclusive SLA has your country's best interest written explicitly

* If your country/organization can firmly commit to certain volume of annual
procurement, this may bring substantial cost savings per test for the country
compared to existing contracts

* Regular performance monitoring will strengthen relationships between vendors and
customers, fostering better collaboration and efficiency in the supply chain

°* The importance in having KPIs as part of the contract and also ensuring monitoring
of performance of the contract

* Need for countries to have data sharing agreements with suppliers for them to
access data and use to improve service
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PEPFAR endeavors to
share its experience and
expertise in strategic
procurement of VL
reagents and services with
other donors and national
governments.

May 2024, GHSC-PSM
conducted a
comprehensive capacity
building workshop in
Ethiopia for countries
who expressed interest
and readiness to
implement SLA:s.
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Did any of you participate in the SLA workshop in Addis-Ababa in May 2024?
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Summary

A Service Level Agreement (or SLA) is a contract between a service provider/vendor and an organization,
which ensures both parties abide by defined terms and conditions they are both obligated to meet.

PEPFAR’s all-inclusive SLAs for VL testing improve a generic SLA by including globally standardized
requirements for services, incoterms and the pricing

For PEPFAR it has been a cost-effective way to scale up VL and EID testing while improving services and
suppliers’ accountability

This approach has been used by PEPFAR for instrument-based testing, molecular currently, but it can be
applied to any instrument-based testing strategy

KPIs help monitor supplier and instrument performance on a quarterly basis and provide data to identify
opportunities for improvement.

A data sharing agreement (VIMPA) ensures that instrument performance data can be shared with necessary
stakeholders

Components of the SLA’s implementation build a foundation towards a future adoption of VMI and potentially
other services

USAID GLOBAL HEALTH SUPPLY CHAIN PROGRAM-Procurement and Supply Management
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I What’s Next!?

* This presentation on PEPFAR’s global SLAs is the first that we are doing for ASLM
however it will not be the last

* USAID and GHSC-PSM are planning up to five more sessions for ASLM’s Lab CoP

* Subsequent sessions will discuss specific technical components of SLA
implementation, such as contracting, pricing, KPl management, VMI, new

instrument placements and more. They will include country examples and case
studies.

* The next presentation (currently scheduled for October 39) will go more into
detail on KPl management and include a country’s experience with the process.

°* We would love to hear your feedback and with your help decide on topics of
particular interest for future sessions.

USAID GLOBAL HEALTH SUPPLY CHAIN PROGRAM-Procurement and Supply Management
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Thank you! Merci! Obrigado!

If you have any questions, please reach out to GHSC-PSM Strategy team at
GSCStrategy-Lab-HQ@ghsc-psm.org

The USAID Global Health Supply Chain Program-Procurement and Supply Management (GHSC-PSM) project is funded under USAID Contract No. AID-OAA-I-15-0004.
GHSC-PSM connects technical solutions and proven commercial processes to promote efficient and cost-effective health supply chains worldwide. Our goal is to ensure
uninterrupted supplies of health commodities to save lives and create a healthier future for all. The project purchases and delivers health commodities, offers
comprehensive technical assistance to strengthen national supply chain systems, and provides global supply chain leadership. For more information, visit ghsupplychain.org.

The views expressed in this presentation do not necessarily reflect the views of USAID or the U.S. government.
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