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ABSTRACT

Background: Substandard and falsified medicines in Africa are a major public
health concern. Access to quality medical products in African countries is
governed in large part by two major entities at the national level: the
regulatory authority and the procurement agency. The importance of
national regulators in ensuring quality medical products is well known. The
interplay between the national regulator and the national procurement
agency also has a significant impact on access to quality medicines but is less
understood. This study’s aim was to characterise the regulatory-procurement
interface - the intersection of decision-making in these two spheres — using
publicly available data from five African countries.

Methods: For the five target countries, we adapted criteria from WHQ’s 2018
Pharmaceutical System Transparency and Accountability Assessment Tool to
identify key national policies and practices around the nexus of medicines
regulation and procurement.

Results: Though legal and policy frameworks enabling best practices in
procurement were often in place, implementation and enforcement of these
practices appear to be key areas for strengthening. In addition, we documented
a lack of publicly available information related to the role that quality plays in
selecting medical products. Finally, none of the five countries have publicly
published the results of their selection decisions with key product details,
making it difficult to assess whether basic quality standards are being met.
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Conclusion: Based on these findings, one of the most important next steps for
improving the effectiveness and transparency of national procurement is for
procurement agencies to publish detailed quality selection criteria and an up-
to-date list of the medical products they have purchased, with key product
information. We hope these findings can help inform the conversation about
implementing and enforcing best practices at the regulatory-procurement
interface, with the goal of improving access to quality versions of medical
products in Africa and globally.
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Background

Ensuring access to safe, efficacious quality medicines is central to Sustainable
Development Goal (SDG) 3, to ‘ensure healthy lives and promote well-being
for all' (United Nations, 2024), and aligns with the African Union’s Agenda
2063 goal of healthy and well-nourished citizens (African Union, 2013). It is
also a critical component of the health systems strengthening necessary to
support universal health coverage, a strategic priority for the World Health
Organization (WHO) and many countries around the world (Mhazo &
Maponga, 2022; Ozawa et al., 2018; WHO, 2024). Unfortunately, lack of
access to quality versions of medical products continues to present a major
challenge to achieving these goals. Substandard and falsified (SF) versions of
medical products are an important contributor to this problem (WHO, 2018b).

SF medicines in Africa are a long-standing public health concern. The world-
wide prevalence of SF medicines is estimated to be about 10% (WHO, 2018b).
However, one study found 35% of antimalarial drugs in sub-Saharan Africa
failed chemical analysis (Nayyar et al,, 2012). A study of oxytocin, which plays
a central role in the induction of labour and prevention of postpartum hemor-
rhage, found roughly 40% of samples collected in Africa failed quality assess-
ment (Ammerdorffer et al., 2022). Consistent with these findings, WHO has
shared that 42% of global reports of SF drugs come from Africa (WHO,
2017). There is no starker life-and-death example of SF drugs’ effects than
the recent cluster of poisonings from tainted cough syrup including diethylene
glycol that recently killed 66 children in Gambia (Bastani et al., 2023).

Access to quality versions of medical products in most African countries is
typically governed by two major entities at the national level: the national
regulatory authority (NRA) and the national procurement agency. To date,
global and regional efforts to improve access to quality versions of medical
products have often focused on strengthening NRAs (Guzman et al., 2020;
O’Brien et al.,, 2021; Preston et al., 2020). National procurement agencies
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also play a critical role in ensuring access to quality versions of medical pro-
ducts, though. Ideally, a country’s regulatory and procurement agencies
would work together to ensure citizens receive access to products that
meet international standards for safety, efficacy, and manufacturing quality.
Unfortunately, it can be challenging for regulatory and procurement agencies
in low- and middle-income countries (LMICs) to work together smoothly
(Cohen et al, 2007). Typically, regulatory agencies operate under their
countries’ Medicines Regulatory Acts and Regulations, whereas procurement
agencies operate under their countries’ Public Procurement Acts and Regu-
lations. These independent sets of acts and regulations are not usually
written to promote coordination or collaboration. In addition, many procure-
ment agency staff in Africa lack training specifically for supply chain manage-
ment of pharmaceuticals (Arney et al,, 2014; Bonnifield et al.,, 2019).

Other factors also contribute to the challenges regulatory and procure-
ment agencies experience in working together to ensure access to quality
medical products. Overseeing markets becomes tricky if a regulator has
limited capacity in terms of financial and legislative support, human
resources, and other factors, as many in Africa do (Guzman et al., 2020). For
example, budget and staff limitations may mean that a country’s NRA
cannot effectively assess the quality of medicines procured for public health-
care facilities or accredited drug dispensing outlets (Amadi & Tsui, 2019; Ndo-
mondo-Sigonda et al.,, 2017). This can deprive the national procurement
agency of a valuable source of input about product quality, which is
especially harmful if the agency does not have an effective quality assurance
programme in place itself (Barraclough & Clark, 2012; Bonnifield et al., 2019).
Another flaw in health systems is that national procurement agencies in
LMICs tend to focus on price above all else (Orubu et al,, 2020). This can
drive quality products out of the market, as manufacturing them costs
more (Bonnifield et al., 2019; Pisani, 2019; Pisani et al., 2019). Finally, global
procurement programmes (e.g. the Global Fund) typically work in comp-
lement to the national procurement agency, through subsidies or direct pur-
chase. Their quality standards for purchased products require stringent
regulatory authority approval or WHO prequalification (Mace et al., 2022),
but WHO prequalification only covers certain classes of medicines (e.g. for
HIV, tuberculosis, malaria, and reproductive health) and global procurement
programmes vary in the degree of support they provide to countries.

We call the intersection of decision-making between national regulatory
and procurement agencies ‘the regulatory-procurement interface.” Though
this interface is potentially a major weakness in LMIC health systemes, it is not
well documented in the scientific or grey literature generated by global
health researchers, practitioners, and other development partners (Bonnifield
et al,, 2019). The lack of research (and progress) in this area may be explained,
in part, by the fact that the regulatory-procurement interface exists at the
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intersection of public health and commercial interests, the latter of which can
unfortunately shape government policy and practice (Cohen et al, 2007;
Gautier & David, 2022; Kohler et al., 2016). Weak legal systems and policies
can further exacerbate these problems (Cohen et al., 2007; Kohler et al.,
2016; Orubu et al., 2020). Thus, the conflicts of interest and lack of transparency
inherent at this interface can be both a symptom and a cause of the challenges
associated with ensuring access to quality medicines.

It is critical to address the knowledge gap around the regulatory-procure-
ment interface for many reasons, including to attain SDG 3 and ensure a
population’s access to good-quality essential medicines, but also because
the global aid programmes that currently procure high-quality medicines
are transitioning out of many LMICs in order to foster local sustainability (Bon-
nifield et al., 2019; Kohler & Ovtcharenko, 2013). In addition, many African
countries are committing to the goal of universal health coverage, in which
increased procurement by public institutions is expected to play an impor-
tant role (Orubu et al.,, 2020). To learn more about the regulatory-procure-
ment interface in Africa, in this study we used publicly available documents
to analyze important characteristics of national regulatory and procurement
agencies in five countries, picked to represent a diverse cross-section of sub-
Saharan African nations. We adapted criteria from WHO'’s Pharmaceutical
System Transparency and Accountability Assessment Tool to identify key
national policies and practices around the nexus of medicines regulation
and procurement (WHO, 2018a). Here, we highlight the status of this interface
in African countries, with the goal of improving access to quality medicines.

Methods
Study design

In this study, we analysed publicly available information on national procure-
ment in five African countries. These countries were selected because they
provide a range of characteristics: they cover West, East, and Southern
Africa, include both small and large countries, feature low to upper-middle
income levels, and two of the five have NRAs that have achieved Maturity
Level 3 according to WHO's Global Benchmarking Tool (Guzman et al.,
2020). In presenting our results, we de-identified the five countries to avoid
the appearance of criticising any particular countries and because under-
standing our findings is not dependent on knowing the countries’ identities.
Our analysis focused on select regulatory- and procurement-related indi-
cators based on those from an internationally recognised assessment instru-
ment, WHO’s Pharmaceutical System Transparency and Accountability
Assessment Tool (WHO, 2018a), as well as several indicators we created for
this study. WHO’s Pharmaceutical System Transparency and Accountability
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Assessment Tool is designed to evaluate the public availability of key docu-
mentation that facilitates transparency and accountability across the pharma-
ceutical sector. It was developed in 2009 for the WHO Good Governance for
Medicines Programme and updated in 2018 using feedback from Member
States. As of 2018, it had been used in 37 countries (Martin & Ollier, 2012).
To rate performance on the selected indicators, we performed a desk
review of publicly available, on-line documents for each country, consistent
with the current version of the tool’s recommended use.

Indicators

We included 22 indicators from WHQO'’s Pharmaceutical System Transparency
and Accountability Assessment Tool in this study. This included all available
indicators for two domains: public procurement (n=19) and regulation
(registration; n=3). For each domain, indicators fell into three types,
related to standards and commitments (legislation, regulations, guidelines,
standard operating procedures, and policy commitments), decisions and
results (decisions of committees, declarations of interest, progress reports
on policy commitments, and audit reports), and consequences and respon-
sive actions (follow-up of investigated complaints, rulings on appeals filed,
lists of corrective actions, and lists of suspended suppliers) (WHO, 2018a).

To collect additional, more granular information about the regulatory-procure-
ment interface, we modified and added several indicators that functioned as sub-
criteria for the Pharmaceutical System Transparency and Accountability Assessment
Tool. To assess the role of quality in selecting products during the procurement
process, we modified one standards-and-commitments indicator under the pro-
curement domain, changing the wording from ‘a list/database of prices of
winning contracts’ to ‘a list/database of purchased medicines (molecule,
dose, formulation, manufacturer, volume, price, timeframe),’ to reflect this
accepted best practice for procurement (Preston et al., 2021). We also created
a new indicator in the same domain: ‘published selection algorithm that includes
product quality as a major factor.” To collect additional information about the
regulatory-procurement interface, we added two new registration indicators:
‘Does the public procurement agency require national registration before pro-
curement can be done?’ (standards-and-commitments indicator) and ‘Are there
information sharing activities between the drug regulatory agency and the pro-
curement agency?’ (decisions-and-results indicator). These new and modified
indicators were created under the supervision of author JK, whose qualifications
include helping to author the Pharmaceutical System Transparency and Account-
ability Assessment Tool as founding director of WHO's Collaborating Centre for
Governance, Transparency and Accountability in the Pharmaceutical Sector,
and using the tool to assess over 38 countries. This process resulted in a total
of 25 indicators: 20 for public procurement and 5 for regulation.
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Document identification

To assess the selected indicators, a targeted search was conducted in 2023 to
identify relevant publicly accessible legislation, policy documents, and infor-
mation stored on government websites. The search was conducted in parallel
by two research assistants, M.C.A. and S.P. First, government institutions involved
in pharmaceutical sector governance were identified for each country, and their
websites were searched using indicator keywords. To complement the docu-
ments found on official government websites, Google and DuckDuckGo were
employed to conduct searches of the grey literature, here defined as govern-
ment documents, policy reports, institutional reports, etc. DuckDuckGo was
selected because it does not provide results tailored to a searcher’s personal
profile and thus can yield a broader range of primary results than Google
(Briscoe et al., 2020). Variations of terminology employed in the search strategy
included ‘medicines procurement’ and ‘pharmaceutical procurement.” When no
results were obtained, synonyms for the search terms just listed were iteratively
tested to optimise the search and identify relevant documents.

Assessment procedure

The same two research assistants independently scored each of the indicators
using the documents they had identified in their search. After scoring the indi-
cators, the research assistants compared their results and discussed them with
author J.K. When discrepancies in ratings were identified, the group discussed
the reasons for the discrepancies until consensus was reached.

Finally, assessment profiles were developed for each country based on
their indicator performance to identify country-level strengths and weak-
nesses in the rational procurement of quality versions of pharmaceuticals.
Results were then aggregated to identify commonalities between countries
and their performance compared to best practices for procurement transpar-
ency and accountability. When classifying countries’ performance in various
areas, if a country satisfied an indicator, it was assigned a score of 1; if it par-
tially satisfied it, a score of 0.5; and if it did not satisfy it, a score of 0.

Results
Public procurement of medical products

First, we analysed the 20 indicators related to the public procurement of
medical products. Ten of these indicators were related to standards and com-
mitments (Table 1). All countries made public ‘legislation, supporting regu-
lations, or policy on public sector procurement of medicines,” and ‘standard
operating procedures on procurement procedures.” Thus, basic information
about how the national procurement system is supposed to function is
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publicly available in all five countries. Performance on another key standards-
and-commitments indicator was relatively high: four countries (80%) made
public a ‘policy/requirement that key procurement functions and responsibil-
ities are divided between different offices, committees, or individuals.’ Three
countries (60%) made public ‘guidelines for direct purchasing,’ another
straightforward aspect of procurement. Only two countries (40%) made
public ‘standard operating procedures for the quantification committee (pro-
curement committee)’ and ‘guidelines for financial audits of the procurement
unit, with a third country partially satisfying each of these indicators. No
countries had in place a ‘published selection algorithm that includes
product quality as a major factor,’ information that is critical for understand-
ing how product quality criteria are integrated into final selection decisions in
relation to other factors such as price.

To assess implementation of these standards and commitments, we ana-
lysed seven decisions-and-results indicators for public procurement (Table
2). Three countries (60%) provided ‘a list/database of public sector medicines
call for tenders.” Only one country (20%) supplied ‘evidence that the procure-
ment authority monitors supplier compliance with contracts,” ‘summary
results of financial audits of the procurement unit,’ and ‘a list of contracts
for publicly procured medicines exempted from tendering.” Although no
countries made ‘a document with names and roles of appointed tender

Table 1. Standards-and-commitment indicators for public procurement.
Country  Country  Country  Country  Country

Indicator A B C D E
Legislation, supporting regulations, or Yes Yes Yes Yes Yes
policy on public sector procurement of
medicines
Policy/requirement that key procurement  Yes Yes Yes Yes No

functions and responsibilities are divided
between different offices, committees, or

individuals?

Standard operating procedures for the Yes Partial No No Yes
quantification (procurement) committee?

Terms of reference for a tenders board or  Yes Yes No Yes Yes

procurement committee(s) that is
responsible for final contract decisions
(adjudication)

Criteria on which pre-selection of suppliers  Yes Yes Yes Yes No
for open bidding is based

Standard operating procedures on Yes Yes Yes Yes Yes
procurement procedures

Guidelines for direct purchasing No Yes No Yes Yes

Published selection algorithm that includes No No No No No
quality as a major factor

Guidelines for financial audits of the No Yes No Partial Yes
procurement unit

A procurement and supply management Yes Yes No Partial Yes

plan
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Table 2. Decisions-and-results indicators for public procurement.
Country  Country  Country  Country  Country

Indicator A B C D E

Evidence that the procurement authority No Yes No No No
monitors supplier compliance with
contracts

List of prequalified medicines suppliers for Partial Partial Partial Partial Partial
public sector medicines tenders

A document with names and roles of No No Partial No No

appointed tender committee members
publicly available

Summary results of financial audits of the No Yes No No No
procurement unit

A list/database of public sector medicines No Yes Yes Yes No
call for tenders

A list/database of purchased medicines No No Partial No No

(molecule, dose, formulation,
manufacturer, volume, price, timeframe)

A list of contracts for publicly procured No No Yes No No
medicines exempted from tendering

committee members publicly available, one country partially satisfied this
indicator. Similarly, only one country partially satisfied the indicator providing
for ‘a list/database of purchased medicines (molecule, dose, formulation,
manufacturer, volume, price, timeframe),’ a critical practice for understanding
purchases in context.

Performance was poorest for the three consequences-and-responsive-
actions indicators in this domain (Table 3). Only one country (20%) published
‘a list of suspended suppliers that have not respected their contracts,’ though
another country partially met this indicator. No countries presented evidence
of ‘rulings from an independent formal appeals system on appeals filed by
applicants who have their bids rejected’ or ‘a list that details corrective
measures enforced as identified through a financial audit.’

Registration of medical products by national regulatory authority
and characteristics of the regulatory-procurement interface

Ideally, national procurement agencies should rely on the work of their NRAs
to determine whether a medical product is suitable for purchase. For this to
happen, however, NRAs must be transparent about which manufacturers’
versions of products are currently registered and which products have
been found problematic. To gauge whether national procurement agencies
had access to this type of information, we analysed five indicators related
to the registration of medical products by NRAs (Table 4).

All five countries offered evidence that ‘the public procurement agency
requires national registration before procurement can be done’ and provided
a ‘list/database of all pharmaceutical products registered in the country
updated at least annually (and information categories available, e.g.
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Table 3. Consequences-and-responsive-actions indicators for public procurement.
Country  Country  Country  Country  Country

Indicator A B C D E
A list that details corrective measures No No No No No
enforced as identified through a financial
audit
Rulings from an independent formal No No No No No

appeals system on appeals filed by
applicants who have their bids rejected

A list of suspended suppliers that have not  Partial Yes No No No
respected their contracts

generic names, dosage form, strength, marketing authorization holder, etc.).’
Based on this information, the national procurement agencies in the five
target countries should be able to, at least theoretically, base initial eligibility
decisions on whether a particular manufacturer's version of a medical
product has been authorised for marketing by their NRAs. In addition, all
five countries had in place ‘criteria/procedure for the registration of medi-
cines that have undergone prior evaluation.’” This signifies that each
country can practice regulatory reliance, as they have in place processes to
quickly grant marketing authorisations to medical products previously
reviewed and authorised by trusted reference agencies, such as stringent
regulatory authorities, WHO-listed authorities, and the WHO Prequalification
Programme. This can bolster scrutiny of the quality of specific versions of

Table 4. Indicators related to registration of medical products by NRAs and
characteristics of the regulatory-procurement interface.

Country  Country  Country  Country  Country
Indicator A B C D E

Standards and Commitments

Does the public procurement agency Yes Yes Yes Yes Yes
require national registration before
procurement can be done

Criteria/procedure for the registration of Yes Yes Yes Yes Yes
medicines that have undergone prior
evaluation

Decisions and Results

Are there information sharing activities Yes No No No No

between the drug regulatory agency and
the procurement agency?
A list/database of all pharmaceutical Yes Yes Yes Yes Yes
products registered in the country
updated at least annually (and
information categories available, e.g.
generic names, dosage form, strength,
marketing authorisation holder, etc.)
Consequences and Responsive Actions
A list/database of products that had their ~ No No No No No
market authorisation suspended or
revoked
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Indicators Countries
Country A Country B Country C Country D Country E
Public procurement Moderate Moderate Moderate Moderate
(8/20) (13/20) (8.5/20) (7.5/20)
Standards and High High Moderate High High
commitments 7/10 (8.5/10) (4/10) 7/10 7/10
Decisions and Moderate Moderate
results 3.5/7 3.5/7
Consequences and Moderate
|| responsive actions 1/3
Registration High (4/5) Moderate Moderate Moderate Moderate
3/5) 3/5) 3/5) 3/5)
Standards and High (2/2) High (2/2) High (2/2) High (2/2) High (2/2)
commitments
Decisions and High (2/2) Moderate (1/2) | Mod (1/2) | Mod (1/2) | Moderate
| | results 1/2
|| responsive actions

Figure 1. Overall performance landscape for indicators related to the interface of the
registration and procurement of medical products. Classification of high/moderate/
low follows the instructions in WHO's Pharmaceutical System Transparency and Account-
ability Assessment Tool: green indicates a country met >66% of indicators in a certain
area (high); yellow, 33%-66% (moderate); and red <33% (low) (WHO, 2018a). If a
country satisfied an indicator, it was assigned a score of 1; if it partially satisfied it, a
score of 0.5; and if it did not satisfy it, a score of 0.

products, particularly where national regulatory capacity is limited. Only one
country (20%) presented evidence of ‘information sharing activities between
the drug regulatory agency and the procurement agency.” None of the
countries’” NRAs had in place ‘a list/database of products that had their
market authorization suspended or revoked.’ The absence of this information
could make it difficult for national procurement agencies to bar problematic
products (and their suppliers) from future tenders.

Summary of overall procurement landscape

The countries’ aggregate results (Figure 1) show that though performance
was moderate for the procurement and registration indicators overall, it
was uneven across the three classes of indicators. Whereas performance on
standards-and-commitments indicators was generally high, performance on
decisions-and-results indicators was lower, and performance on conse-
quences-and-responsive actions indicators was the worst.

Discussion

In this study, we used publicly accessible documents to analyze the regulat-
ory-procurement interface in five African countries. This sample of five
countries represents some of the better-functioning health systems in sub--
Saharan Africa. Even so, we identified important opportunities to strengthen
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the regulatory-procurement interface and enhance access to quality medical
products.

Legal and policy frameworks enabling best practices in procurement (as
revealed by the standards-and-commitments indicators) were often in
place in these countries, but implementation and enforcement of these
best practices (as represented by the decisions-and-results and conse-
quences-and-responsive-actions indicators) appear to be key areas for
strengthening. This is not to say that best practices were always present for
standards-and-commitments indicators. For example, only three of the five
countries had public guidelines for the direct purchasing of medical products.
If many medical products receive waivers, or are directly purchased without
competition, the procurement process presented to the public may be regu-
larly circumvented, creating quality vulnerabilities (Cohen et al., 2007).

However, in terms of decisions-and-results indicators, only one country
provided a list of contracts for publicly procured medicines exempted from
tendering, limiting transparency on when exceptions to normal procurement
processes are granted. In terms of consequences-and-responsive-actions
indicators, no countries published a list/database of products that had their
market authorisation suspended or revoked, and only one country provided
a full list of suspended suppliers that have not respected their contracts.
Without these lists, it is difficult for the government to act against, and for
the public to discern, those actors that are flouting the public procurement
system (Cohen et al., 2007; Kohler & Ovtcharenko, 2013).

Despite the importance of prioritising product quality when making pro-
curement decisions, we documented a lack of publicly available information
related to the role that product quality plays in selecting medical products.
We found no published algorithms for how quality criteria factor into the
selection of products for procurement in any of the countries. Without
such information, it is not possible to understand how quality is weighed
when making procurement decisions. If quality is not favoured and price is
the primary criterion for selection, then the manufacturers of high-quality
products will have little incentive to submit them to a country, as they are
bound to lose bids to lower-cost/lower-quality medical products (Bonnifield
et al,, 2019; Pisani, 2019; Pisani et al., 2019).

Moreover, none of the five countries appear to publish selection decisions
by purchased product, including information on molecule, dose, formulation,
manufacturer, volume, price, timeframe, etc, although one country made
available a list that partially met these criteria. Without detailed information
on selected products, it is difficult for citizens to assess whether basic quality
standards are being met and hold their governments to account. Manufac-
turer information is important because, for example, it can be used to
search for a history of major regulatory infractions (e.g. manufacturers
linked to diethylene glycol poisoning). In addition, if a manufacturer only
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holds authorisations in countries with little regulation, this could indicate an
intentional strategy to evade rigorous scrutiny, implicating product quality
(though there are also reputable manufacturers who specialise in serving
LMIC markets) (Preston et al., 2012, 2021). Information on molecule, dose, for-
mulation, and place of manufacture is important because it can be used to
check for approval by stringent regulatory authorities, WHO-listed authorities,
and/or WHO's Prequalification Programme. If a manufacturer makes a
product whose molecule, dose, and formulation appear to be approved by
one of these entities, but the company does not acknowledge this approval
when applying for marketing authorisation in an LMIC, it raises questions
about tiered manufacturing. Tiered manufacturing occurs when a manufac-
turer sells the same molecule, dose, and formulation of a medicine to
different markets but makes the product according to different standards
and in different facilities depending on the rigour of oversight in the receiving
market (Caudron et al., 2008; Preston et al., 2021). When tiered manufacturing
occurs, countries with less regulatory oversight are more likely to receive
lower-quality versions of a product.

Finally, price information is critical because it can inform inferences about
product quality. If a country’s procurement agency consistently purchases
products at or below the low end of the price-per-unit spectrum on inter-
national pricing indices, for example, it could imply lower product quality.
Faced with limited budgets and pressure to minimise expenditures, procure-
ment agencies in LMICs understandably put a heavy emphasis on price over
other factors. Unfortunately, this approach can drive quality products out of
the market, as manufacturers and distributors often maintain profits by
cutting production costs, including by using cheaper ingredients or skipping
quality assurance steps (which can lead to tiered manufacturing) (Pisani,
2019; Pisani et al., 2019).

We also documented a disconnect between the work of countries’ NRAs
and their procurement agencies, which is likely to impede procurement
agencies’ ability to make informed decisions about product quality (Cohen
et al,, 2007). In many African countries, procurement is a multistep process
that begins with a technical team, led by NRA staff, that selects the products
to be procured (typically based on WHO's Essential Medicines List and lists of
prequalified products); continues with a procurement unit, which collects
commercial information from bidders; and ends with a commercial commit-
tee that processes purchasing decisions. This separation of duties creates
ample opportunity for purchasing decisions to become disconnected from
medical product regulations, as well as NRA approvals and withdrawals
(Boche et al., 2022; Pisani et al., 2019). We found clear descriptions of infor-
mation sharing activities between NRAs and procurement agencies in only
one of the five countries. Furthermore, we found none of the five NRAs pub-
lished a list of products that had their marketing authorisation suspended or
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revoked. This information is essential for helping procurement agencies avoid
purchasing SF medicines, and publishing such a list would also keep the
public informed about the quality of different medicines and manufacturers.
Formalising the mechanisms through which information flows between NRAs
and procurement agencies (e.g. via information sharing agreements) could
help ensure procurement agencies have the information they need to
make optimal purchasing decisions.

Based on the countries’ performance on the indicators assessed in this
study, we believe one of the most important next steps for improving the
effectiveness and transparency of national procurement is for regulatory
and procurement agencies to jointly develop and publish detailed quality
selection criteria, based on countries’ medicines regulation frameworks.
Another important step is for procurement agencies to publish up-to-date
lists of the products they have purchased, with the key product information
outlined in this article. Experts have been calling for increased visibility of pro-
curement data, including price and product quality information, for years
(Chalkidou et al., 2020). One way to promote the availability of such data
would be to either use existing data collection tools or develop new ones
to encourage countries to collect and share this information in a standardised
way. Transparent e-procurement systems are one promising approach to
improving visibility into countries’ procurement processes and decisions.

The global health community could support procurement of quality medi-
cines by adding relevant indicators to prominent tools and goals. For
example, new indicators requiring detailed procurement data could be
added to WHO's Pharmaceutical System Transparency and Accountability
Assessment Tool (WHO, 2018a), and new indicators assessing the maturity
of a country’s regulatory-procurement interface could be added to WHO's
Global Benchmarking Tool (Guzman et al., 2020). Making product quality a
key performance indicator in important initiatives such as the SDGs could
help draw the world’s attention to this area, bringing with it funding and
other types of support.

Furthermore, the global health community (WHO, World Bank, etc.) could
support best practices for the regulatory-procurement interface by mirroring
the specialized support it has offered to strengthen NRAs and regional regu-
latory bodies around the world. Up-to-date global guidance is needed on
best practices for procurement, including how to select quality medical pro-
ducts and implement best practices at the local, national, and regional level
(Bonnifield et al., 2019). Updated and expanded guidance might address (1)
selecting and monitoring for product quality when regulatory capacity is
limited; (2) leveraging reliance on global and regional systems and structures
to assure product quality; and (3) the laws, policies, and practices regulatory
and procurement agencies need to better work together to ensure quality. It
is equally important, of course, that regulatory and procurement agencies
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receive the resources and political support to enforce these laws and regu-
lations (Bonnifield et al., 2019; Kohler et al., 2016).

The global health community could also foster more professional inter-
action and training at the regulatory-procurement interface, as many staff
members at national procurement agencies in Africa currently lack expertise
in supply chain management specifically for pharmaceuticals (Boche et al.,
2022; Bonnifield et al., 2019). One idea for working toward this goal is
setting up a community of practice dedicated to country-level procurement
of quality medicines (Bonnifield et al., 2019; Chalkidou et al., 2020). Establish-
ing fora for procurement and regulatory professionals (including chief phar-
macists) to work together could also be highly valuable (Caribbean
Pharmaceutical Policy, 2013). Additionally, procurement professionals
would benefit from dedicated training or courses on quality selection in
medical product procurement, perhaps modelled on the World Bank’s suc-
cessful Health Systems Flagship Program and Course (Bonnifield et al.,
2019). Finally, mentoring and exchanges between more and less mature pro-
grammes have worked well for NRA capacity building and could do the same
for procurement (Bonnifield et al., 2019; Mashingia et al., 2020; Ndomondo-
Sigonda et al., 2023).

This study has several important limitations. First, as recommended by the
instructions for WHO’s Pharmaceutical System Transparency and Accountabil-
ity Assessment Tool, we relied on documents readily available on the web to
assess each country’s performance on the selected indicators. As a result, we
may have failed to identify relevant information in documents that can only
be accessed through in-person archives, upon request from the relevant insti-
tutions, or through key informant interviews. In addition, some procurement
agencies and regulators may be satisfying an indicator without publicly doc-
umenting their work in that area. Because national procurement and regulat-
ory agencies work on behalf of the government, we argue information about
these critical indicators should be available to the public — and that lack of
public information about these actions is probably a sign they are not
being performed. Second, we analysed the regulatory-procurement interface
in only five countries, many of which had among the stronger health systems
in sub-Saharan Africa. This may have led us to underestimate the magnitude
of regulatory-procurement disconnects. In the future, it will be important to
assess procurement and registration indicators in more countries. Third, there
has been a trend toward decentralisation in public procurement in African
countries (Arney et al., 2014). To the extent that different procurement foci
with different procedures exist in the same country, it may be difficult for a
government to present a unified description of the procurement procedures
in place. Finally, many individuals in LMICs rely on medicines not purchased
by national procurement agencies (Kettler et al., 2020), such as those pur-
chased in the private sector, and our study does not address this sphere.
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Though private sector procurement should ostensibly obey the relevant
NRA'’s decisions, regulatory oversight is challenging. Lapses in this system
are another major source of SF medicines in LMICs (McManus & Naughton,
2020) and also need critical attention.

Conclusion

This study represents a snapshot of the regulatory-procurement interface in
five African countries, obtained using a standardised tool and publicly avail-
able, web-based, English language documents. Addressing the common chal-
lenges identified in this study is growing increasingly urgent, particularly
given the current imbalance in SF product levels in Africa versus the rest of
the world. Other factors, such as the move toward universal health coverage
in Africa and donor programmes transitioning to country ownership, also
make swift action critical. Considering the common challenges documented
in this study, we hope our findings can help inform the conversation about
implementing and enforcing best practices at the regulatory-procurement
interface (e.g. greater transparency around quality selection and purchased
medicines; information sharing about SF products authorised or procured),
with the goal of improving access to quality versions of medicines in Africa
and around the world.
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