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Abstract

Today, a combination of globalization of pharmaceutical production, lack of regulatory harmonization, and weakness of
Medicines Regulatory Authorities, creates the “perfect conditions” for poor-quality medicine to circulate in the global
market and to penetrate the less-regulated countries. Medicines regulation is the responsibility of the national
regulatory authorities in the recipient country, but in the poorer countries, in practice, the responsibility of supply of
quality-assured medicines is often taken by Non-Governmental Organizations and other implementers. But with some
notable exceptions, many donors lack a pharmaceutical procurement policy with adequate quality requirements; and
many implementers lack the skills and expertise needed to orient themselves in the complex web of global
pharmaceutical supply. Thus, patients served by humanitarian or development programs may remain exposed to the
risk of poor-quality medicines.
When public money is used to purchase medicines for medical programs to be carried out overseas, adequate policies
should be in place to assure that the same quality requirements are set that would be required for medicines
marketed in the “donor” country.
We will describe here a policy recently adopted in Belgium, i.e. the “Commitment to Quality Assurance for Pharmaceutical
Products”, signed in October 2017 by the Vice Prime Minister and Minister for Development Cooperation and 19 Belgian
implementing agencies. By signing the new policy, the counterparts committed to ensure quality of medicines in the
programs funded by Belgium’s Official Development Assistance, and to build quality-assurance capacity in the recipient
countries. Implementers are requested to integrate in their financing applications a section for pharmaceutical quality
assurance, with a justified budget. They are also invited to consider how costs could be rationalized and mutualized by
aligning the strengths of the various implementers. This model policy has the potential to be considered for adoption by
other donors, to help to reduce the current multiple standards in pharmaceutical quality, and to contribute to protect
vulnerable communities from the plague of poor-quality medicines.
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Quality challenges in low-income countries
Poor-quality medicines harm individuals, who either
don’t get cured or become victims of potentially serious
adverse events; they harm public health, by contributing
to resistances to anti-infective medicines; and they harm
health systems, by eroding public trust in medicine and
causing waste of resources [1, 2]. The “perfect condi-
tions” for poor-quality medicines to penetrate the
poorer, less-regulated countries are created by an unfor-
tunate combination of globalization of production/distri-
bution, lack of global regulatory harmonization, erratic
supply, weakness of National Medicines Regulatory Au-
thorities (NMRAs) in many low-income countries (LICs)
, and complexity of the supply chains [3–6]. The import-
ant body of evidence that poor-quality medicines are
massively present in LICs [7–9], may be just the top of
the iceberg: according to the World Health Organization
(WHO), the number of reports of substandard and falsi-
fied medical products heavily depend on who is looking
out for them, and on whether they know how and where
to report [10].

Influence of donors and NGOs in low-income
countries
Medicines regulation is the responsibility of the NMRAs
in the recipient countries, and effective national regula-
tory systems are an essential component of health sys-
tem strengthening [11]. The WHO supports NMRAs in
different ways: the Expert Committee on Specifications
for Pharmaceutical Preparation advises Member States
on medicines quality assurance (QA) [12]; a Good Regu-
latory Practices guideline is under preparation [13]; the
Prequalification (PQ) Programme orients purchasers to-
ward quality-assured products for some selected condi-
tions, and enables NMRAs to strengthen their oversight
processes, through a collaborative procedure [14].
Nonetheless, in most LICs the NMRAs are still under-

resourced, i.e. they lack adequate financial and human
resources, as well as adequate infrastructure such as
functional national Quality Control laboratory, to carry
out their task [5]. These countries also largely depend
on external funds for a great part of their pharmaceut-
ical supply, so that the supply of quality-assured medi-
cines is often in practice the responsibility of donors,
Non-Governmental Organizations (NGOs) and other
implementers. Through their procurement choices, they
de facto determine the quality of medicines distributed
through public and humanitarian sectors. Social enter-
prise medicines traders (e.g. charities wholesaling medi-
cines, international NGOs distributing medicines, etc.)
may exercise an even broader informal regulatory influ-
ence [15]. But are adequate QA requirements always ex-
plicitly spelled out by humanitarian and development
agencies, and by donors?

The procurement policies of some major NGOs and
donors take in due account the risks inherent to inter-
national market, and require compliance with adequate
specifications. This is for instance the case of Médecins
Sans Frontières [16, 17] and the Global Fund [18], while
the European Civil Protection and Humanitarian Aid
Operations (ECHO) Directorate-General maintains a
register of approved procurement centers [19]. But to
the best of our knowledge, many donors lack a procure-
ment policy with adequate quality requirements [20],
and many implementers lack the skills and expertise to
orient themselves in the global pharmaceutical supply.
Donors and implementers often dedicate insufficient fi-
nancial and human resources to QA, due to lack of
awareness or of political will. Thus, patients served by
humanitarian or development programs may remain ex-
posed to the risk of poor-quality medicines.
Universal access to quality-assured essential medicines

is a determinant of the fulfilment of the right to health
[21], and humanitarian or development agencies should
play an active role to achieve it. In particular, when public
money is used to purchase medicines for medical pro-
grams overseas, all possible efforts should be done to
avoid differences in the level of QA (and thus, of protec-
tion) for patients in the “donor” and in the “beneficiary”
country. In other words, as stated in the WHO Guidelines
for Medicines Donations, “there should be no double
standard in quality. If the quality of an item is unaccept-
able in the donor country, it is also unacceptable as a do-
nation” [22]. But translating this principle into practices is
not obvious, since quality risks are usually much higher in
low-income, “beneficiary” countries, compared to the
high-income “donor” countries [3, 4, 10], and since there
is still insufficient awareness of the importance to avoid
double standards (for instance, there is broad evidence of
well-intended medicine donations that have caused prob-
lems instead of bringing relief [22]).

A Belgian commitment to quality-assured
medicines for all
The Belgian Directorate-General for Development Co-
operation & Humanitarian Aid (DGD) is the institu-
tional donor and main contributor to Belgium’s Official
Development Assistance (ODA). Belgium’s ODA is pre-
dominantly active in 14 partner countries, mainly in Af-
rica. About 10% of its programs are in the health sector,
with a yearly budget of 115,6 million euro (in 2016).
Overall, about 22% of financial resources in the health
sector are allocated to the purchase of medicines [23],
via 19 implementers/purchasers. The DGD has been
confronted to quality-related challenges through the ex-
perience of its implementers, and it has been looking for
an adequate response by engaging in dialogue with
them. This bottom-up process involved relevant Belgian
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implementers and Belgian federal public services (such
as Finance, Public Health and Foreign Affairs), within
the framework of policy coherence for sustainable devel-
opment. Inputs were sought from the WHO and the
European Commission. The dialogue was facilitated by
the fact that most implementers are active in Be-
cause Health, an informal and pluralistic Belgian plat-
form that provides a place for exchange and capital-
isation of technical knowledge and scientific evidence
on international health and development cooperation
[24]. Be-cause Health also provides a specific space
(“working group”) that brings together individuals and
organizations interested/involved in the management
of medicines in the context of international health
and development cooperation [25].
The process resulted in a “Commitment to Quality

Assurance for Pharmaceutical Products”, signed on
25th October 2017 in Brussels by the Belgian Deputy
Prime Minister and Minister for Development Co-
operation Alexander De Croo and by 19 Belgian im-
plementers, i.e. NGOs, Belgian development agency,
academia, and the Belgian investment company for
developing countries [26, 27]. With this Commitment
(English version available as Additional file 1), the
Belgian State, as an institutional donor country, and
as part of its contribution to the implementation of
the Sustainable Development Goals, commits to man-
age the quality risks of medicines in programs funded
by Belgian ODA; and the Belgian implementers com-
mit to strive to supply quality-assured medicines to
the recipients of ODA-funded programs.
In line with the Minister’s general policy, the imple-

menters should be results-oriented, and they bear the
final responsibility to adequately implement the Com-
mitment. In particular, they should set up a QA sys-
tem, that is, a process of pre-qualification of
suppliers, purchasing, storage and distribution prac-
tices, and monitoring-evaluation, accompanied by risk
analysis and management, and with full product
traceability from the actual manufacturer to end
users. The quality of procured medicines must be “ac-
ceptable”, i.e. in compliance with the standards of the
WHO and/or the International Conference of
Harmonization, and “measurable”, i.e. a “proof of quality”
should be available, such as WHO pre-qualification, regis-
tration by a stringent regulatory authority [28], or (in their
absence) evidence from a recent expert audit carried out
by a qualified expert. These requirements may be read as
an “extension” to development programs of the WHO
principles for medicines’ donations (which mainly refer to
emergency situations): “all donated medicines should be
obtained from a quality-ensured source and should com-
ply with quality standards in both donor and recipient
countries” [22].

Challenges: Costs, capacity building, poor
understanding of gains
The initial stumbling block of the process was fear that
the workload and the implementation costs would be
unbearable or not manageable. Therefore, the Commit-
ment integrates pragmatic administrative and financial
rules. Implementers are requested to integrate in their fi-
nancing applications a specific section for pharmaceut-
ical QA, with a justified corresponding budget. They are
also invited to consider how costs “could be rationalized
and mutualized by aligning the strengths of the various
implementers”. Concerns might remain about the costs
of building a QA system, especially for those who must
start from zero. However, an exclusive focus on the “dir-
ect costs” (such as hiring a QA pharmacist, developing a
QA policy, sub-contracting pharmaceutical audits to
qualified experts, upgrading storage facilities, etc.) would
ignore the long-term gains of investing in QA, as well as
the losses caused by not doing it: (undetected) poor-
quality medicines would impose higher costs on imple-
menters’ programs and local health systems, cause
avoidable morbidity and mortality, and erode trust in
medical services.
A second stumbling block was the fear that the

process would result in the (further) weakening of the
local pharmaceutical supply systems. To mitigate it, the
“Commitment” recommends considering local purchases
(provided that quality risks are assessed and mitigated),
and prioritizing existing local structures for storage and
distribution. Such choices should be based on risk ana-
lysis and management, and accompanied by plans to
strengthen the local capacities, i.e. through capacity
building for pre-qualification, purchases, storage and
distribution, depending on needs (e.g. of local procure-
ment agencies). The implementers should integrate in
their financing applications a specific section for such
activities, and consider if/how costs could be rationalized
and mutualized. Noteworthy, academic institutions may
contribute to capacity-building, by means of education
programs and collaborative operational research [29].
This approach addresses the fears that the “Commit-
ment” would overrule the power of the NMRAs, so con-
tradicting the principle of state sovereignty, or indulging
in paternalism. The NMRAs should be a privileged part-
ner of DGD implementers to discuss any relevant issues,
included but not limited to audits planned in-country,
audits findings, medicines importation (that can only
take place with the NMRA approval) and possible re-
search collaborations.
When it comes to possible adoption of this “model

policy” by other donors or implementers, a third stum-
bling block is the possibility that the potential gains of
the policy are misunderstood. In particular, donors, im-
plementers and also policy-makers may still be unaware
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of the potential detrimental effects of non-quality-
assured products, which often go undetected. For in-
stance, therapeutic failure caused by an under-dosed
medicine can be attributed to other reasons, such as late
referral, and even cases of toxicity due to a contaminated
medicine may go unnoticed unless cases are clustered, e.
g. at hospital level. But “treating” patients, i.e. adminis-
tering a medicine the quality of which has not been ad-
equately verified, is different from “curing” patients, i.e.
administering a quality-assured medicine which has been
proven to be effective and safe. We hope that more and
more policy-makers, implementers and donors become
aware that investing in quality assurance results in gains
for health (improved quality of care), ethical behavior
(no double standards between patients in affluent and
poor countries) and even cost-effectiveness (better quality
of care means less therapeutic failures, and decreased
long-term health costs). In addition, if more donors and
implementers joined forces in requiring quality-assured
products, they would create a “market incentive” to
quality that could in the long-term lead to broader avail-
ability and lower prices of such products (as shown by
the experience of WHO pre-qualified antiretroviral and
antimalarial). A risk of blockage would remain, in case
local suppliers were unable to supply quality-assured
products and it was impossible to import. To mitigate
this risk, it is essential to involve the key-local counter-
parts and especially the NMRAs in the development of
the strategic approach, with the ultimate aim of empow-
ering local partners and maximizing patients’ protection.
Finally, acknowledging the complexity of this under-

taking, the new policy will be implemented in a stepwise
approach, by means of a flexible and constructive moni-
toring and evaluation, with ongoing “peer-reviews” (via
Be-cause Health) and concerted corrections between im-
plementers and the DGD. In the long term, the step-
wise approach could lead to defining criteria for ac-
creditation of implementers.

Conclusion
By signing the “Commitment to QA for Pharmaceutical
Products”, Belgium commits itself as donor country to
the quality of medicines provided in development and
humanitarian programs, and it encourages national im-
plementers to move beyond the immediate hurdles, for
embracing the long-term human gains of investing in
QA. This initiative should be evaluated in the middle-
and long-term in terms of feasibility, cost-effectiveness,
costs rationalization, and capacity building. Concomi-
tantly, this model policy could be considered, with any
relevant adaptations, by other public or private donors,
for ensuring the quality of medicines supplied under
their financing, and for contributing to protect vulner-
able communities from poor-quality medicines.
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