
LFA Training 2019 / 2020

Health Product Management



Overall objectives

To add value to the CT in managing the Portfolio, we expect the LFA 
(PSM Specialist) to have:

• A full understanding of the end-to-end HPM system, including stakeholders 
and partners;

• The ability to diligently “zoom-in and zoom-out” the Global Fund investments 
within the country context;

• A long-term HPM system strengthening mindset;
• The ability to work with other LFA Team Members to analyze and link PSM 

information with financial and programmatic data; and
• The insight to identify the root cause of a problem and propose practical 

solutions or risk-mitigation measures.
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Available Resources
Tools
• LoHP template
• PQR

• PPM/wambo.org
• GDF/order tracking system
• PUDR - procurement tab

• Procurement Review Tool
• Risk & Assurance Toolbox
• PPM reference prices, incl. 

PSA fees
• Partner tools e.g. GeneXpert
• LFA draft ToRs

Guidance
• PSM Policy
• QA Approved Lists

• Spot-check ToRs
• PUDR Guidelines (March 2017)
• Budgeting Guidelines

• Health Product Management (HPM) Annex 
to STC Guidance Note

• Policy on Co-Infections and Co-Morbidities

• ARV procurement working group
• HIV Viral Load and Early Infant Diagnosis 

Selection and Procurement Information Tool
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The PSM Guide (Oct. 2018)

• Provides clarification on the language regarding TRIPS 
flexibilities, the definition of a Stringent Regulatory Authority 
(SRA), and on the price and quality reporting (PQR) 
requirements

• Reflects changes related to vector control (VC) transitioning 
from the WHO Pesticide Evaluation Scheme (WHOPES) to the 
WHO Prequalification Mechanism

• Improved guidance on reporting mechanism for adverse drug 
reaction to NDRA and the Secretariat

• Requires that Principal Recipients designate a Quality 
Assurance focal point

• Adoption of GS1 Global Data standards for product 
identification, location identification, and product master 
data
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New Funding Cycle: Applicant Guidance 1 
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• New Health Products Management Tool (HPMT) (LoHP)

• Core applicant guidance documents

• Applicant support materials will be published in Dec. 2019

• The “frequently asked questions” (FAQ) document will be 
regularly updated

• All resources are available at: 
https://www.theglobalfund.org/en/funding-model/applying/resources/

https://www.theglobalfund.org/en/funding-model/applying/resources/


New Funding Cycle: Applicant Guidance 2 
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Four Core information Notes:
i. HIV

ii. TB

iii. Malaria

iv. Building Resilient and Sustainable Systems for Health (RSSH) through Global Fund 
Investments Information Note

Technical Briefs (more coming soon):
i. Technical Brief: Laboratory Systems Strengthening (Sep. 2019)

ii. Technical Brief: Support to Effective Regulatory Systems for Procurement and Supply 
Management of Health products (Oct. 2019)

iii. Technical Brief: Malaria Case Management in the Private Sector (Jul. 2019)



Modular Framework - Health Product Management & 
Laboratory Systems 
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Strengthening national procurement and supply chain systems & national 
laboratory systems is encouraged and should be included in the RSSH modules:

RSSH: Health product management 
systems
• Policy, strategy, governance
• Storage and distribution capacity
• Procurement capacity 
• Regulatory/quality assurance support 
• Avoidance, reduction and 

management of health care waste

RSSH: Laboratory systems
• National laboratory governance and 

management structures
• Infrastructure and equipment 

management systems
• Quality management systems and 

accreditation
• Information systems and integrated 

specimen transport networks
• Laboratory supply chain systems



Areas covered during 1.5 days 1

Sourcing / PPM / wambo.org / MyOrders
• Up-dates from PPM, including progress with GDF

• Access to wambo.org and introduction to what it can and cannot do

• MyOrders and introduction to what it can and cannot do

• Tracking orders, deliveries, and disbursements

• Respond to questions raised by LFA Teams

PQR
• Respond to questions raised by LFA Teams

Supply Chain Management
• Role of SCM team within grant management

• RSSH activities

• Respond to questions raised by LFA Teams
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Areas covered during 1.5 days 2

PSM Grant risk & assurance activities – the role of the LFA PSM Specialist

Spot-checks and in-depth reviews

• Working with and/or relying on in-country Partners

• Knowing what information exists and the frequency of reporting

• Respond to questions raised by LFA Teams

Laboratory

• Respond to questions raised by LFA Teams

PUDR

• Standardised supporting documents

• Respond to questions raised by LFA Teams
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Areas covered during 1.5 days 3

PSM funding requests and grant making
• Templates

• RSSH activities

• Standardised supporting documents

Open questions for discussion
• Balancing issues identified, materiality, and implementation while maintaining LFA 

independence

• Balancing short-term needs with long-term strengthening

• Participation/attendance of TWGs, quantification exercises and reviews, CT 
missions, etc.

• Work-planning

• Using other categories of Specialists, including “Junior Experts”
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What has not changed?

The Quality Assurance Policies

• Diagnostics – latest revision May 2017

• Pharmaceuticals – latest revision Dec. 2010

Policies and guidelines on Procurement and Supply Chain 
Management

• latest revision Oct. 2018
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Sourcing (3 hours)
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Supply Chain (1 hour)

Day 3: Session 3 & 4



Day 4: Session 1 (1 hour)

Learning objectives:

• Share knowledge, experiences, and insights across PSM Experts

• Identify whether there are a standard set of documents, which should be 
submitted, and which are common to all grants and PUDRs

• Discuss different working modalities across different LFA Teams

• Identify areas for improvement within both LFA Teams and CTs

• Discuss expectations and realities for LFA PSM Experts and CT HPM Specialists

Duration:

• 5-10 minutes group discussion and 30-45 minutes plenary discussion
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Group 1

PUDRs for HIV, TB, and Malaria MoH grants of country X are due for 
submission in one month.

• What information would you request the PR to include with its submission to 
facilitate your review?

• Does this information differ depending on whether it is a PPM or non-PPM 
PR?

• Does this information differ depending on the type of portfolio it is i.e. High 
Impact, Core, or Focussed?
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Group 2

You have recently been appointed as the LFA PSM Expert for 
country Y where the LFA Team has been in-place for a number of 
years. There is no specific deliverable required at this time; 
however, the PUDRs will be submitted for LFA review in the coming 
3 months.

• What strategies would you use to “get-to-know” the country and portfolio?

• What type of information would you prioritize, initially?

• Where can this information be sourced?
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Group 3
To add value to the CT, the Global Fund expects the LFA to have:
• A full understanding of the end-to-end HPM system, including stakeholders & partners;

• The ability to diligently “zoom-in and zoom-out” the Global Fund investments within the 
country context;

• A long-term HPM system strengthening mindset;

• The ability to work with other LFA Team Members to analyze and link PSM information 
with financial and programmatic data; and

• The insight to identify the root cause of a problem and propose practical solutions or 
risk-mitigation measures.

▪ What obstacles do you face in delivering on these expectations?

▪ What would need to change at the Global Fund or the LFA organization to 
enable you fulfilling these expectations?
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Day 4: Session 2 & 3 (3 hours)

Learning objectives:

• To review implementation challenges, provide quantitative analysis, and 
relevant recommendations to the CT

• Triangulation of the results i.e. between Finance, Program, HPM and broader 
context emerging issues

Duration:

• Preparation 60 minutes, presentation 30 minutes (10m/group), and discussion 
30 minutes
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Case-Study 1 Context

The PR is requesting approval from the CT of the annual quantification for 
Malaria commodities report, and subsequent procurement. The CT has 
requested the LFA to review the quantification report and provide a 
recommendation(s). The request was forwarded from the Team Leader to 
the PSM Expert on 15 August 2019. The LFA team has been working on 
this portfolio for a number of years; however, the PSM Expert is relatively 
new to the team.

The quantification provides information on programmatic data and 
“consumption” data. The AMC data represents issues to health facility 
stores and is taken as an indirect measure of stock consumed.
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Case-Study 1 Context
The central level supply chain data shows:

Product 
SoH 

30.06.19 
AMC MoS In-transit 

MOS 
with 

transit 

On 
order 

Due 
date 

MoS 
with 
order 

Artemether + 
Lumefantrine - 20mg + 
120mg (6x1) - Treatment 

182,580 38,670 4.72 31,290 5.53 152,445 Sep 19 9.47 

Artemether + 
Lumefantrine - 20mg + 
120mg (6x2) - Treatment 

8,460 43,170 0.20 155,640 3.80 168,945 Sep 19 7.72 

Artemether + 
Lumefantrine - 20mg + 
120mg (6x3) - Treatment 

37,290 14,970 2.49 60,960 6.56 68,280 Sep 19 11.12 

Artemether + 
Lumefantrine - 20mg + 
120mg (6x4) - Treatment 

369,270 305,490 1.21 1,048,740 4.64 1,566,840 Sep 19 9.77 

Malaria Rapid Diagnostic 
– 25 Pack 

108'467 27'303 3.97 111,812 8.07 64,795 Sep 19 10.44 
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Case-Study 1 Context

The quantification results show a need of:

Item Description Forecasted 2020 Forecasted 2021 

Artemether + Lumefantrine - 20mg + 120mg (6x1) - Treatment 342,005 308,481 

Artemether + Lumefantrine - 20mg + 120mg (6x2) - Treatment 387,861 349,842 

Artemether + Lumefantrine - 20mg + 120mg (6x3) - Treatment 201,764 181,987 

Artemether + Lumefantrine - 20mg + 120mg (6x4) - Treatment 2,889,657 2,606,407 

Malaria Rapid Diagnostic – 25 Pack 310,140 324,930 
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Case-Study 1 Context

Based on the current supply chain, the quantities of ACTs and mRDTs 
being requested for procurement are:

Product  Quantity Delivery date 

Artemether + lumefantrine (20 +120) mg 6X1 Treatment 363'180 Starting from Apr, 2020 

Artemether + lumefantrine (20 +120) mg 6X2 Treatment 415'020 Starting from Apr, 2020 

Artemether + lumefantrine (20 +120) mg Treatment 253'350 Starting from Apr, 2020 

Artemether + lumefantrine (20 +120) mg Treatment 2'996'580 Starting from Apr, 2020 

Malaria Rapid Diagnostic – 25 Pack 326'580 Starting from Apr, 2020 
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Case-Study 1 Context
The central level minimum and maximum stock levels are 6- and 13-months, 
respectively. The procurement lead-times are 9-12 months from the time the 
Malaria Program sends the procurement request to the CMS. The PR is putting 
pressure on the CT to approve the quantities so that they can initiate the 
procurement process. The CT is under some pressure, internally, to improve grant 
absorption to avoid funds being decommitted through portfolio optimization.

The PUDR reporting for the past 6-month period indicates:
“M&E-1: Percentage of HMIS or other routine reporting units submitting timely reports according to national 
guidelines” was 74.6683%.

“CM-1a(M): Proportion of suspected malaria cases that receive a parasitological test at public sector health 
facilities” Non-cumulative 2'784'483/2'809'274 99.1175%

“CM-2a(M): Proportion of confirmed malaria cases that received first-line antimalarial treatment at public 
sector health facilities” Non-cumulative 638'852/638'852 100.00%
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Case-Study 1 Questions

Part 1
• How does this information provided in the quantification report guide your 

review?

• What sources of information could you consider for triangulating this data?

• Who are the key stakeholders linked to this activity?

• What other questions can you ask to explore and unpack any underlying 
causes?

• What is the short-, medium-, and long-term impact of this situation?

• What are the possible underlying causes?

• What are the possible solutions?

• What would you consider as the recommended actions?
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Case-Study 1 Questions
Part 2: The M&E/Programmatic Expert has reviewed the quantification report 
and provided the following “findings and recommendations” to you:
• The PR recognizes that the most recent programmatic data is of inadequate quality due to the recently 

rolled-out DHIS2 and, therefore, the TWG has used data from 3-years ago, which is considered – by the PR 
– as complete and reliable. The M&E Expert believes that data does not reflect the current malaria 
morbidity burden, especially in the context of increasing coverage of malaria interventions. “The LFA 
advises the PR to make forecasts for shorter time durations, such as one year instead of the suggested 
two years.”

• According to HMIS 2016 case report adjusted for underreporting, the proportion of P. falciparum and P. 
vivax is 77% and 23%, respectively. This assumption has not been triangulated with the 2015 Malaria 
Indicator Survey (MIS), which is a more robust data source, to give an indication of parasite prevalence. 
“The PR is advised to triangulate data sources which would improve the precision of estimates (e.g. the 
Malaria Indicator Survey to determine parasite prevalence).”

• According to the quantification report, single dose Primaquine is recommended after AL treatment for P. 
falciparum. This assumption needs to be checked to ensure that it is in line with national guidelines. “The 
PR is advised to use assumptions that are based on the current national guidelines.”

How would you incorporate this feedback into your review?
23



Case-Study 2 Context
Access to HIV EID is critical to ensure early detection, treatment 
initiation, and survival of infected children. Childhood mortality of 
those infected with HIV in-utero is highest in the first 24-months. In 
addition, continued exposure during breastfeeding increases the risk 
of seroconversion.

According to Country X’s recent PU, during the last 12-month period, 
98% of pregnant women enrolled in antenatal care knew their HIV 
status and 97% received ART. Of the children exposed to HIV, 81% 
received a PCR test, but only 67% received a PCR test within 2 
months of being born. Of those receiving a PCR test at < 2months, 
the positivity was 8% compared with 17% in those receiving a PCR 
test > 2 months and up to 18 months.
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Case-Study 2 Context

Despite improvements in access to early infant diagnosis and 
expansion of point-of-care PCR machines, coverage is still low at 
66% (35% in 2013).

Overall, MTCT in 2018 is 14.97% in children under 1 year.
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Case-Study 2 Questions
Part 1:

• How does this information – found in the Programmatic Reporting sections of 
the PU – impact on the work that you do for the Procurement section of the 
PU?

• What sources of information could you consider for triangulating this data?

• Who are the key stakeholders linked to this activity?

• What other questions can you ask to explore and unpack any underlying 
causes?

• What is the short-, medium-, and long-term impact of this situation?

• What are the possible underlying causes?

• What are the possible solutions?

• What would you consider as the recommended actions?
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Case-Study 2 Questions

Part 2:

• Discuss creative ways that can be used, for verifications, in the context where 
visibility on lower level data sources is limited or central level data (e.g. from 
CMS, laboratory services) is not being shared.
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Case-Study 3 Context
TB funding represents approximately 16% of the total grant funding available to countries.

Diagnostics

Since 2013, countries have been implementing and scaling up the use of GeneXpert technology. Despite GeneXpert being 

more effective in detecting the MTB and quickly identifying Rif-resistance, its implementation has revealed challenges –

machines and cartridges are more expensive than smear microscopy, the shelf-life of cartridges is relatively short, and poor 

sputum collection and preparation results in costly errors (e.g. requesting a new sputum sample and re-doing the test). To 

improve access to rapid detection, most countries have opted for decentralized access to the technology and, with weak 

laboratory capacity and limited funding, many machines are not receiving the routine calibration, maintenance, and module 

replacements necessary and monitoring of error rates is not occurring.

Treatment

Over the past 2 years WHO has proposed significant changes to treatment regimens, and countries are still in the process of 

implementing these. Significantly, Category II treatment has been discontinued, pediatric strengths have changed, and 

X/MDR-TB regimens “short-course” and “injection-free” have been recommended. In addition to medicines which need to be 

quarantined and properly disposed of, newer more expensive medicines have to be procured and in-country stocks 

established to maintain the supply chain. Both these “medicine-activities” have cost implications.
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Case-Study 3 Context

The TB program in Country Z is doing well with drug-sensitive TB 
detection, treatment, and completion, but struggles with detection, 
confirmation, and treatment initiation for drug resistant TB largely 
due to the sample transportation network and the capacity of the 
laboratory network for culture and DST.

The grant budget for health products and associated costs was 71% 
of the total budget ($42 million), at grant signing. There are no 
additional funds available for the TB program from the Global Fund, 
although the World Bank is financing TB in Country Z. The TB grant 
absorption is at 52.4% after 18-months of implementation; 43.5% 
of this is linked to health products.
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Case-Study 3 Context

The program has requested reprogramming to

• increase the budget for health products (up to 85%),

• increase the budgets for the TB prevalence survey (which is extended by 12-
months) and the drug resistance survey (which is new),

• provide opportunities to staff to attend international TB conferences,

• implement meetings to monitor the implementation of PMDT – Programmatic 
Management Drug Resistant TB,

• update the curriculum for DR-TB trainings, including new drugs and short 
treatment regimens with appropriate DSM, and

• provide regional training on DR-TB (led by The Union)
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Case-Study 3 Context
Savings have been found from the following activities
• NTRL conduct on site supervision for microscopy and xpert network twice a 

year in each province – delays in implementing supervision visits

• DR-TB supervision visits to ensure that all presumptive DR-TB patients are 
tested using GeneXpert MTB/RIF – delays in implementing supervision visits

• Develop guiding documents for the Pharmaceutical Department: Manual to 
guarantee the quality of pharmaceutical products – this activity has been 
deprioritized

• National GxAlert Contract to host data, customize reports, license software, as 
well as modems and WIFI for 76 new GeneXpert machines – this activity has 
been deprioritized

The grant has completed 18-months of implementation and has 18-
months to go. The CT has requested the LFA to review the 
reprogramming request and provide a recommendation.
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Case-Study 3 Questions

How would you approach this request?

What sources of information would you consider?

Who are the key stakeholders linked to this activity?

What other questions can you ask to explore and unpack any underlying 
causes?

What is the short-, medium-, and long-term impact of this situation?

What are the possible underlying causes?

What are the possible solutions?

What would you consider as the recommended actions?
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Case-Study 4 Context

In-line with the STC policy, country Q is increasing its investments in 
the HIV Program and has chosen to invest $10 million in health 
products - $5 million ARVs, $4million HIV RDTs, and $1 million 
Syphilis RDTs. The NDRA does not, yet, have the capacity to register 
and ensure the quality of products being supplied in the country. 
While there is a QC lab, it does not meet the Global Fund's QA Policy 
requirements. Funding under the grants is allocated to 
strengthening the NDRA’s capacity for pharmacovigilance and post-
marketing surveillance. USAID is also funding activities at the NDRA.
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Case-Study 4 Context
The CT has encouraged the MoH to procure the health products through 
PPM or, at a minimum, to procure products that comply with the Global 
Fund’s QA Policy. The MoH has responded saying that:

• they cannot use PPM for any of the procurement due to the Procurement Law 
of country Q;

• a manufacturer that has ARVs which are prequalified is establishing a new 
production facility in country Q; and

• for ARVs, this will improve lead-times and remove the costs associated with 
shipping and importation and will also allow the CMS to out-source the stock-
holding risks.

The MoH has requested that the Global Fund support them in obtaining 
the lowest possible prices in-line with what PPM achieves.
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Case-Study 4 Questions

How should the CT respond?

What sources of information could the LFA and/or CT consult?

What should the CMS consider in making its final decision?

Can TGF positively influence this decision, process, and out-come in 
any way? If yes, how?
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Case-Study 5 Context

The majority of HIV funding in Country Q goes to ARVs and RDTs. 
In-country partners fund and provide support for laboratory 
reagents and consumables, and condoms. The majority of condoms 
distribution occurs through reproductive health services; 
distribution through community projects and HIV services is 
limited. In the coming 12-months funding for condom procurement 
is decreasing as projects end. The PR is requesting approval to 
procure condoms with grant resources. The funds being request 
represent 3% of the budget for health products and associated PSM 
costs and 1% of the total budget.
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Case-Study 5 Context

The central medical stores (CMS) have storage and distribution 
capacity constraints. Condom shipments occupies a significant 
amount of storage space across the supply chain. Distribu-tion from 
central and provincial levels is often deprioritized as they occupy 
most of the truck capacity, are considered non-essential, and 
compete for resources. Distribution of condoms for the HIV 
program occurs from CMS to the National AIDS Council (NAC) who 
are responsible for storage and on-ward distribution. Beside the 
storage and distribution chal-lenges, very little is known about the 
PSM system for condoms used in HIV prevention pro-grams.
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Case-Study 5 Context

The CT has requested the LFA to review the PR’s request the 
procurement of condoms.

The LFA workplan includes LoE for review of quantification and 
reprogramming but does not in-clude any activities for Condom 
PSM as this was not foreseen. In addition, based on the cur-rent LFA 
activities, there is limited capacity to take on additional services.
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Case-Study 5 Questions

What SoW would you cover in your review?

What would you exclude and why? 

How would you balance materiality, LoE, and PSM risks?

How could you positively influence the programmatic impact of this 
intervention?
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Case-Study 6 Context

The PR has identified savings in the TB grant and is requesting to 
use these savings to procure back-up generators for the HIV Load 
equipment in the central and regional laboratories as well as the 
POC equipment at district and facility level.
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Case-Study 6 Questions

a. According to the Global Fund’s policies, is this allowed?

b. What would you consider in reviewing this request?
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Laboratory (2 hours)

42



Day 4: Session 3 (if time permits)

The following recommendations are taken from recent LFA reports.

• HIV testing targets are under-achieved for the past 2 reporting periods: “The 
PR should monitor the performance of implementers to improve testing in the 
coming 6 months”

• GeneXpert machine utilization is low: “The PR should improve machine 
utilization and should strengthen supervision”

• The LoHP is not aligned with the PF and the budget: “The PR should ensure 
that the grant documents are aligned”

In-line with TGF approach to Risk and Assurance, what are the 
possible Issues, the Root Causes, and the Recommendation(s)?
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PQR Reporting
i. ARVs;
ii. anti-malarial pharmaceutical products;
iii. anti-TB pharmaceutical products;
iv. anti-hepatitis C pharmaceutical products;
v. long lasting insecticidal nets or other insecticide treated nets
vi. insecticides for indoor residual spraying activities;
vii. condoms; 
viii. diagnostic tests for HIV, TB, malaria, and co-infections e.g. syphilis, Hep B & Hep C; and
ix Laboratory equipment for HIV, Hepatitis, TB and Malaria testing.

• Polymerase chain reaction (PCR) equipment for HIV Viral Load and HIV early 
infant diagnostics (EID), Hepatitis and Malaria.
• TB Liquid culture equipment,
• TB molecular and Cartridge based molecular testing,
• CD4 and Enzyme-linked Immunosorbent Assay (ELISA) Test equipment.
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Case Study: HIV Portfolio Optimization / Reprogramming
Learning objectives are to understand the:

i. Multidimensional/multidisciplinary considerations when reviewing implementation;

ii. Partnership, political and implementation environment;

iii. Roles of each LFA team member; and

iv. Importance of involving all LFA team members for tasks throughout the grant period.

Duration: preparation 25-30minutes & presentation per group 3-5minutes

Task: The LFA Team leader (to be appointed in each group) is requested to convene his/her team, conduct a review of the 

optimization/reprogramming submission and present a recommendation to the plenary. Please consider the following:

i. What programmatic, governance, supply chain and financial considerations should be taken into account by the LFA 

team?

ii. Identify any information gaps that would aid the LFA recommendation. How will the information gap be addressed by the 

LFA?

iii. Identify any risk factors as part of the assessment.

iv. Articulate the recommendation to the GF Country Team as LFA Team Leader.

v. Include context on team composition, LoE and timeline.
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➢ Discrepancies across data-sources

➢ HIV O-1 and HIV O-12 are annual indicators

➢ PMTCT doesn’t have a numerator and denominator

➢ Consumption data shows 20% less patients consuming ARVs compared with programme 
figures

➢ Lack of reliable HMIS

➢ Procurement using PPM

➢ Funding gap: expenditure to-date (actuals vs planned); identification of savings and/or 
reprioritization of activities into key areas; other contributions

➢ 12-months of pipeline; ways to manage any reduction in this e.g. pre-financing

➢ Disproportionate increase in ARV budget compared to increase in patient numbers

➢ Political context / pressure to accelerate to transition, scale-up treatment, and improve 
LTFU

➢ Link between enrollment, retention, program targets & reporting, and consumption data
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