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EDITOR’S NOTE

Global Winners, Losers,
And The Fragile System
Exposed By The Iran War

The conflict involving Iran is producing economic
effects far beyond the Middle East, from rising house-
hold energy costs in Europe to emergency measures
in parts of Asia. More importantly, it is exposing a
structural weakness in the global economy. For dec-
ades, globalization has been built around efficiency
and interdependence, with countries relying on tight-
ly connected systems to move energy, goods, and
capital. While this model reduced costs, it also cre-
ated major vulnerabilities, especially because global
trade depends heavily on a few strategic chokepoints
such as the Strait of Hormuz, the Strait of Malacca,
the Panama Canal, and the Bab el-Mandeb. These
routes are essential for global commerce, but disrup-
tions can quickly produce worldwide consequences.

Recent events demonstrate this fragility. Drought
has limited traffic through the Panama Canal, while
insecurity in the Red Sea has forced ships away from
the Bab el-Mandeb, increasing transport costs and de-
lays. The escalation involving Iran has intensified con-
cerns around the Strait of Hormuz, one of the world’s
most important energy corridors. Shipping activity
there has fallen sharply, while reduced air cargo ca-
pacity across the Gulf has added pressure to glob-
al logistics networks. Because the Gulf region, with
hubs such as Dubai, links trade flows between Asia,
Europe, Africa, and the United States, disruptions are
spreading beyond energy markets into sectors such
as pharmaceuticals, where delays and rerouting are
raising costs and creating new inflationary risks.

At the same time, rising energy prices are reshap-
ing the balance between economic winners and los-
ers. Countries exporting oil, gas, or alternative fuels
are benefiting from tighter supply. Producers such as
Norway and Canada are well positioned to meet de-
mand from countries seeking to reduce dependence
on the Middle East, but Russia appears to be gaining
the most. As markets adjust, it has increased exports,

HORIBA

particularly to India, and could see a significant rise in
revenues. Other exporters, including coal producers
like Indonesia, may also benefit as some economies
turn toward more accessible fuels.

In contrast, energy-importing regions face grow-
ing pressure. The United States illustrates this com-
plexity: although its energy sector may benefit, the
broader economy remains vulnerable because of high
consumption, exposure to global prices, and disrup-
tions affecting companies operating in the Middle
East. Europe and the UK are similarly exposed due to
their dependence on imported energy, leaving them
vulnerable to inflation and slower growth, especially
in energy-intensive industries.

Asia faces some of the most immediate challenges
because many countries rely heavily on Middle East-
ern oil. South Korea, for example, depends on the re-
gion for much of its energy supply, raising concerns
for industries such as semiconductor manufacturing.
Countries including Sri Lanka, Bangladesh, and the
Philippines have already introduced fuel rationing
and reduced working weeks to cope with rising costs.
Larger economies such as China and India are better
protected because of energy reserves and diversified
suppliers, including Iran and Russia, though these
measures mainly provide short-term relief.

Overall, these developments highlight a broad-
er transformation in the global economy. The cur-
rent system remains efficient but overly dependent
on limited routes, regions, and resources, making it
increasingly fragile in an unstable geopolitical envi-
ronment. Governments and businesses are now be-
ing pushed to prioritize flexibility and resilience over
pure efficiency, shifting from a “just-in-time” to a
more cautious “just-in-case” model. In this context,
the Strait of Hormuz symbolizes the limits of globali-
zation itself: the point where regional conflict and
global economic stability intersect.
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standards and trusted application and regulatory support.
POINTE helps you expand your portfolio with confidence.
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Medical Trolleys — Scope Drying and Storage Cabinets

© J.D. HONIGBERG INTERNATIONAL

Harloff offers a very wide range of Medical Trolleys / Carts, Scope drying Cabinets and Storage Cabinets in painted steel or stain-
less steel with a choice of optional accessories which are easy to install and require very little set up time. Choice of key locks or
digital locking systems are offered. The carts and cabinets are made in USA and follow the FDA standards.
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Medication trolleys

Cast and splinting trolleys

MRI compatible trolleys

Treatment and Procedure trolleys
Phlebotomy trolleys

Isolation / infection control trolleys
Difficult Airway trolleys

Vaccination trolleys

Scope drying cabinets

Storage cabinets for PPE

Storage cabinets for consumables
Narcotic cabinets

Medication storage cabinets

» www.jdhmedical.com
> medical@jdhintl.com

COMPANIES LOOKING FOR DISTRIBUTORS

Portable and On-Board Suction Devices

© J.D. HONIGBERG INTERNATIONAL

Hospital use

The SSCOR Duet is perfect for hospital crash carts, patient transport, surgi-center backup, long term care facilities...

e The Duet suction device, with battery back-up, provides instant, powerful suction with or without AC power. When fully
charged, the sealed lead acid battery provides 45 minutes of suctioning power giving the needed suction for emergency care
procedures.

Pre-Hospital use

e TheSSCOR VX-2 s a lightweight, portable, powerful and tough, battery powered suction unit (>30 Ipm airflow and >525mmHg
negative pressure). The control panel indicates vacuum level, battery condition, connection to power and lets the user know the
pump is running. Charging is controlled for maximum battery life. The PC board protects the battery from deep discharge.

e SSCOR on-board vacuum systems include options and materials for different ambulance/vehicle configurations. SSCOR
on-board Wall-Mount components are available in stainless steel or injection molded plastic. SSCOR can customize a Vacuum
System to better fit your ambulances manufacturing practices.

» www.jdhmedical.com
> medical@jdhintl.com
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a remote air-water heat exchanger ensures
amazing heat dissipation.
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HIGHLIGHTS

COMPANIES LOOKING FOR DISTRIBUTORS

Swing Revo - the all-in-one system

© GENERAL MEDICAL MERATE

Swing Revo is a revolutionary all-in-o-
ne remote-controlled RF system featuring
innovative, synchronized movements de-
signed to maximize flexibility, speed, and
patient comfort. It supports both stan-
dard radiography and specialized clinical
applications, with advanced console fun-
ctionality and significant dose reduction,
making it ideal for routine, emergency, and
stretcher-based exams. Total accessibili-
ty is ensured by a cantilevered adjustable
tabletop, an unconstrained detector for
efficient positioning, and a fully integra-
ted imaging system delivering high-qua-
lity images with an intuitive workflow and
advanced tools such as stitching and to-

Visit us at RSNA 2026
Booth No. 4148

mosynthesis. Pre-programmed automatic
positioning guides the system to optimal
imaging projections with a single command,
reducing setup time and overall system pre-
paration. With smooth operation available
remotely and at the patient’s side, Swing
Revo transforms the radiology room into a
highly agile imaging environment capable of
advanced projections through unique table
positioning, without the need for additional
X-ray sources or wireless detectors.

> www.gmmspa.com
> info@gmmspa.com

Visit us at Medica 2026
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WWW.gmmspa.com
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Giotto Class S - Productivity combining

innovation and quality in the breast care
o IMS GioTTO

General Medical

Giotto Class S is a versatile system that
can be be configured for 2D or/ and 3D
breast tomosynthesis imaging choosing
between different options, accessories
and advanced interventional applications
like high-precision tomo-guided biopsy
or contrast enhanced spectral mammo-
graphy.

It features a unique, particularly ergono-
mic design which ensures patient comfort
and user-friendliness for the operator.

The C-arm stand enables a wide freedom
of inclination: it can be tilted downwards
and upwards to maximize patient comfort
and breast positioning.

Visit us at RSNA 2026
Booth No. 4148

The system can be equipped with the
new software application “Tiziano” based
on Al algorithms for estimating the volu-
metric breast density according to the 5th
edition of ACR BI-RADS Atlas.

IMS Giotto is a company of GMM Group.

» www.imsgiotto.com
> imscomm@imsgiotto.com

Visit us at Medica 2026

GMM

CROUP

Merate SPA

GROUP

G M M General Medical

Merate SPA

Design
Technology
Ergonomy
Never seen.

ALL-IN-ONE-SYSTEM

B TOMOSYNTHESIS
B SYNTHETIC VIEW
B 2D MAMMOGRAPHY

[ TOMO-BIOPSY in PRONE
or UPRIGHT POSITION

B DUAL-ENERGY
Giotto Class

The new dimension in Tomosynthesis
and Breast Biopsy

IMS Giotto S.p.A.
www.imsgiotto.com
imscomm@imsgiotto.com
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1. The numbers that immediately matter

For any manufacturer, distributor or healthcare
supplier approaching Brazil, the first element that
stands out is scale — but scale alone does not tell the
full story.

Brazil remains the largest economy in Latin Amer-
ica, and over the past few years it has shown a level
of resilience that is particularly relevant for long-term
industrial planning. After the contraction of 2020, the
country returned to solid growth, with GDP increas-
ing by 3.2% in 2023 and 3.4% in 2024. Projections for
2025-2026 suggest a more moderate pace, generally in
the range of 2-2.5%, reflecting a phase of stabilization
rather than expansion.

At the same time, the macroeconomic environment
remains disciplined. Inflation has been contained,
closing at 4.83% in 2024 and 4.26% in 2025, while the
Central Bank has maintained a restrictive monetary
stance. The Selic rate, hovering around 15% into early
2026, continues to shape investment decisions across
all capital-intensive sectors.

What does this mean in practical terms? It means
that Brazil is not a “fast and loose” growth market. It
is a market that still invests, but increasingly demands
justification. Buyers — whether public or private — are
more selective, more analytical, and more focused on
long-term efficiency.

And this is exactly where healthcare comes into play.

Unlike many other sectors, healthcare in Brazil does
not move strictly with economic cycles. It is struc-
turally resilient. Demand is driven by demographics,
by chronic diseases, by access expansion, and by the
ongoing need to modernize infrastructure and tech-
nologies.

Brazil’s healthcare system is built on a dual founda-
tion: a universal public system (SUS) that guarantees
access to the entire population, and a large private
sector that operates alongside it. Around 51 million
Brazilians are covered by private health plans, creat-
ing a parallel layer of demand that is dynamic, invest-
ment-oriented and increasingly sophisticated.

This dual structure is not just a feature of the sys-
tem — it is the key to understanding the market.

2. A dual system means a dual market

Looking at Brazil as a single healthcare market is one
of the most common — and most costly — mistakes
international companies can make.

In reality, Brazil operates as two interconnected but
very different markets.

On one side, there is the public system: large, struc-
tured, driven by tenders, compliance and institution-
al priorities. On the other, a private ecosystem com-
posed of hospital groups, clinics, diagnostic networks
and insurers, where competition, differentiation and
performance play a much stronger role.

These two worlds often coexist within the same
facilities, sometimes even within the same hospital
groups, but they respond to different logics.

For suppliers, this distinction is critical.

Public-sector access is typically longer, more proce-
dural and highly regulated. It requires patience, strong
local partners and deep understanding of procure-
ment mechanisms.

Private-sector access, instead, is more direct — but
also more demanding. Decisions are faster, but expec-
tations are higher. Hospitals and clinics look for tech-
nologies that can improve efficiency, reduce opera-
tional costs, enhance clinical outcomes and strengthen
their competitive positioning.

This is where the real question for a B2B reader
emerges: not whether Brazil is large — that is already
clear — but whether it is a market that can be effec-
tively entered and developed.

The answer is yes, but not universally.

Brazil rewards alignment. Companies that under-
stand which segment they are targeting — and why —
tend to succeed. Those that approach the market with
a generic strategy often struggle.

In high-volume segments, price competition is in-
tense. In high-complexity areas — imaging, ICU, sur-
gical technologies, rehabilitation, specialized devices
— the equation changes completely. Here, reliability,
service, training and clinical support often matter
more than initial cost.

For many international suppliers, this is precisely
where Brazil becomes attractive.

GDP Growth (%)
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Dual Market Comparison

@ Pubiic Sector (SUS)

Access Speed

Sales Cycle

Inmovation Adoption

Performance Demand

3. Why the hospital and medtech opportunity
remains real

If there is one structural characteristic that defines
Brazil’s healthcare market, it is its reliance on imported
technology — especially in advanced segments.

While the country has a solid domestic industry in
certain areas, high-complexity medical technologies
continue to depend heavily on international suppliers.

Over the past three years, imports of medical de-
vices have grown steadily, moving from around USD 4
billion in 2023 to over USD 5 billion in 2025. This is not
a temporary spike; it reflects a deeper trend: the pro-
gressive modernization of the healthcare system.

But numbers alone don’t capture what is really happening.

Brazil’s hospital sector is evolving. It is not simply
expanding — it is upgrading.

Hospitals are investing in:

more advanced diagnostic systems
better-integrated clinical workflows

ICU capacity and monitoring technologies
laboratory automation

surgical efficiency and precision

In other words, the focus is shifting from capacity
to quality.

This transformation is visible both in the public and
private sectors, although it is particularly pronounced
among private hospital groups, which are increasingly
competing on service quality, specialization and tech-
nological differentiation.

For suppliers, this has a clear implication: the oppor-
tunity is not in selling more equipment, but in selling
better solutions.

Competing on scale against larger global players
is difficult. Competing on specialization, engineering
quality and flexibility is far more realistic — and often
more profitable.

In Brazil, the companies that win are not necessarily
the biggest ones, but those that manage to integrate
product, service and long-term support into a coher-
ent value proposition.

4. Pharmaceuticals: large, growing, but more
complex than it appears

The pharmaceutical sector follows a similar logic,
but with its own complexities.

W Private Sector

Complexity

Regulation

Price Sensitivity

Brazil is one of the largest pharmaceutical markets
in the world and by far the largest in Latin America.
Current estimates place the market in the range of
USD 35-40 billion, with a strong growth trajectory
driven by demographics, access to care and increasing
demand for advanced therapies.

But this is not a simple market to read.

It is structured across three main pillars:

e public procurement through SUS
e private healthcare providers
e an extensive retail network of pharmacies

Each of these channels operates differently, both in
terms of pricing and product positioning.

One of the most important structural character-
istics is Brazil’s dependency on imports, particularly
for APIs and high-complexity drugs. More than 90%
of raw materials used in pharmaceutical production
are sourced from abroad, and advanced therapies rely
heavily on international supply chains.

This creates opportunities — but also responsibil-
ities.

For international companies, entering the Brazilian
pharmaceutical market means engaging with a highly
regulated environment. ANVISA plays a central role,
overseeing registration, compliance, quality standards
and post-market surveillance.

Regulation here is not just a hurdle; it is a selection
mechanism.

Companies that approach Brazil with a long-term
perspective, solid regulatory preparation and consist-
ent quality standards are far more likely to succeed
than those looking for short-term export opportuni-
ties.

5. Market access: where opportunity meets re-
ality

If Brazil offers significant opportunities, it also de-
mands a high level of execution.

Market access is not only about having the right
product — it is about building the right structure
around it.

Three elements are particularly critical.

The first is the tax and customs system. Brazil’s
fiscal framework is complex, with multiple layers of
taxation that depend on product classification, state

02 /2026 | Infomedix International

sSNJ>04d



FOCUS

12

Medical Device Imports Growth Imports (USD Billion)

2023

regulations and import conditions. Understanding this
system is not optional — it is fundamental.

The second is regulatory compliance. Certifica-
tion, documentation, technical standards and local
requirements all play a central role in determining
whether a product can enter — and remain in — the
market.

The third, and often underestimated, is local pres-
ence.

In Brazil, after-sales service is not an added value. It
is expected.

Hospitals and clinics require:

fast technical support

availability of spare parts

local teams capable of intervention

continuity of service

In many cases, the purchasing decision is influ-

2024

52

2025

enced as much by the service structure as by the
product itself.

This is why companies that invest in local partner-
ships, technical teams and service infrastructure tend
to outperform those that rely solely on export models.

6. What does this mean?

Brazil represents a market of opportunity — but not
of shortcuts.

The macroeconomic environment is stable but se-
lective. Growth continues, but capital remains expen-
sive. Investments are made, but only when clearly jus-
tified.

This favors companies that can demonstrate:

e operational efficiency
e reliability over time
e measurable value beyond initial cost

Pharmaceutical Market Size (USD Billion)
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Impact on purchasing decision impact level

Product Quality

Response Time

Availability of Spare Parts

Price

After-Sales Service

Local Support

At the same time, the geopolitical landscape is
evolving. The EU-Mercosur framework, now mov-
ing toward implementation, could gradually improve
trade conditions and reduce barriers, reinforcing Bra-
zil’s role as a strategic long-term market for European
companies.

However, success will not come from broad, undif-
ferentiated expansion.

The most effective strategy is targeted:

focus on high-value segments

build strong local partnerships

invest in service and support

approach the market with a medium- to long-term
perspective

In Brazil, market entry is only the first step. The real
challenge — and the real opportunity — lies in staying
relevant over time.

7. Conclusion

Brazil’s healthcare market is, in many ways, a paradox.

It is large, but not easy.

It is open, but highly regulated.

It is growing, but increasingly selective.

For companies that approach it superficially, it can
be frustrating.

For those that understand its structure, its dynam-
ics and its expectations, it can be one of the most re-
warding markets in the global healthcare landscape.

The combination of scale, technological demand, im-
port dependency and system evolution creates a unique
environment — one where quality, reliability and long-
term commitment are not just appreciated, but required.

Brazil is not the easiest market to enter.

But for the right companies, it is one of the most
strategic to build.

Success factors in Brazil importance level
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_ The article analyzes the role of flexibility as a strategic competence for medical

O 5 device companies operating in African markets. In a context characterized by >
Remalg i strong regulatory fragmentation, cultural diversity, and logistical complexity,

Marcela lvonne Schiaffini  the ability to adapt processes, documentation, and business models becomes

Executive MBA - International

Al i a determining factor for market access and growth. Through an overview of
usiness & Medical Devices

Export Specialist the continent’s main geographic areas, the article highlights how differences in s
regulatory systems, healthcare infrastructures, and payment dynamics require ]
marcelaschiaffini@gmailcom —highly customized approaches. This highlights the vital role of flexibility not
» only as a competitive advantage, but as a structural element of international
operations in the medical sector.
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Flexibility as a Strategic Resource in Exporting
Medical Devices to Africa

The internationalization of medical device companies
requires much more than a solid product and competitive
pricing. In highly regulated and culturally diverse markets,
success often depends on a key capability: flexibility.

In the healthcare sector, exporting companies must
constantly adapt to regulatory frameworks, cultural con-
texts, and logistical dynamics. A rigid strategy can slow
market entry, reduce competitiveness, and complicate
regulatory compliance.

In international business, flexibility does not mean
accommodating every request, but rather adapting pro-
cesses, documentation, and strategies to different mar-
kets while maintaining quality and compliance standards.

In this sector, this capability is essential: requirements
vary across countries and demand a constant balance be-
tween internal procedures and market needs.

Success in international healthcare markets depends
more on the ability to adapt to regulatory, cultural, and
logistical constraints than on company size or technolo-
gy. It is no coincidence that well-organized SMEs can suc-
cessfully operate even in complex markets often consid-
ered inaccessible, such as those in Central Africa.

Applying Flexibility to African Markets

In African markets, this competence is particularly ev-
ident, as they represent one of the most heterogeneous
and dynamic contexts for healthcare exports.

Rather than a single market, Africa is a complex mosaic
of regulatory systems, economic conditions, and health-
care infrastructures.

Exporters are therefore required to develop tailored
approaches, combining regulatory expertise, cultural

sensitivity, and collaboration with local partners to seize
long-term opportunities.

In this scenario, access to healthcare markets is in-
tricately linked to registration with national authorities.
Countries such as Egypt, Morocco, Algeria, South Afri-
ca, Nigeria, and Ethiopia have developed increasingly
structured regulatory frameworks, while others are still
evolving.

The registration process is typically managed by local
importers but requires manufacturers to provide compre-
hensive and adaptable technical documentation. Devices
such as electrosurgical units or infusion pumps, generally
classified as Class Ilb, require more complex approval pro-
cesses compared to Class | devices, such as gauze.

Across the African continent, regulatory flexibility
translates into the ability to adapt to heterogeneous re-
quirements: documentation in local or official languages
(such as French in West Africa or Arabic in North Africa),
specific formats for manuals and technical dossiers, and
requests for additional documentation that may arise
even months later.

Registration timelines vary significantly between struc-
tured markets, such as South Africa or Morocco, and
more uncertain and fragmented contexts. This requires
constant coordination between manufacturers, regulato-
ry teams, and local distributors, as well as the ability to
respond quickly throughout the authorization process.

Beyond regulation, cultural factors also play a decisive
role. Business relationships are built progressively, with
trust and personal presence often preceding negotiation.
In countries such as Nigeria, Ghana, or Kenya, relationship
continuity is valued more than quick results.

The commercial model also requires flexibility. Finan-

Infomedix International | 02 /2026



cial constraints, currency volatility, and limited access to
credit frequently lead to requests for adapted payment
terms. Letters of credit are common in Algeria, Ghana,
and South Africa, while CAD (Cash Against Documents)
remains widespread in Morocco, Egypt, and Tunisia.

Finally, logistics represents an additional layer of com-
plexity. Shipments often require supplementary docu-
mentation, compliance with specific procedures, and, in
some cases, the use of digital customs platforms such as
CargoX in Egypt. This is combined with dedicated labeling
requirements and stricter controls during import phases.

In more remote or infrastructurally complex contexts,
the ability to adapt logistics models becomes crucial to
ensure operational continuity and supply chain reliability.

Understanding Africa’s Healthcare Landscape

The African continent is one of the most heterogene-
ous areas in the global healthcare landscape. Rather than
a single market, it is a set of deeply different regulatory
and infrastructural systems.

An important reference for understanding healthcare
dynamics in the continent is the Abuja Declaration of
2001, through which African Union member states com-
mitted to allocating at least 15% of public expenditure to
healthcare. Initially aimed at combating HIV/AIDS, tuber-
culosis, and malaria, the initiative later evolved toward
strengthening national healthcare systems.

Although the target has not yet been fully achieved,
the declaration remains a benchmark for the evolution of
African healthcare systems, helping to strengthen public
investment and attract international funding.

For European exporters of medical devices, these
dynamics—between healthcare policies, demographic
growth, and regulatory evolution—are key elements in
identifying high-potential areas. In some markets, how-
ever, access is not achieved exclusively through direct
commercial channels, but also through programs funded
by international organizations and NGOs, often via inter-
national tenders.

North Africa: Structured Markets with Strong Im-
port Demand

North African countries represent some of the
most established healthcare markets on the conti-
nent, characterized by more structured regulatory
systems and a strong dependence on imported medi-
cal technologies.

Egypt, with over 100 million inhabitants, shows grow-
ing demand for advanced healthcare technologies. The
introduction of digital systems for customs and docu-
ment management, such as the CargoX platform, has
made the preparatory phase of shipments more strin-
gent. Elements such as the commercial invoice, packing
list, certificate of origin, and the ACID number are now
central to customs clearance processes.

Morocco stands out for its stability and business open-
ness, supported by investments in healthcare infrastruc-
ture and private sector growth. Knowledge of French is
often an advantage in business relations.

Algeria, on the other hand, presents a more complex
environment, with cumbersome import procedures and
variable timelines. In this scenario, local distributors often
play a decisive role in managing administrative processes
and relations with public institutions.

Overall, North Africa requires rigorous management
of export documentation and structured use of payment
instruments.

East Africa: Rapidly Growing Healthcare Systems

East Africa is one of the most dynamic regions on the
continent in terms of healthcare development and invest-
ment attraction.

Kenya represents an expanding regional hub, with

Nairobi hosting a growing private healthcare system and
increasing demand for advanced medical technologies
from neighboring countries. Each year in September,
the WHX Nairobi trade fair (formerly Medic East Africa)
brings together around 7,500 visitors.

Uganda, although smaller in size, is progressively
strengthening its healthcare system thanks to internation-
al programs and multilateral investments, with growing
demand for diagnostic and medical devices. It is often
served by divisions of companies headquartered in Kenya.

West Africa: Large Markets with Strong Growth
Potential

West Africa represents one of the most promising ar-
eas of the continent, driven by demographic growth and
expanding healthcare systems.

Nigeria, with approximately 240 million inhabitants, is
one of the most significant markets for imported medi-
cal devices. Despite regulatory and logistical complexities,
demand remains high, especially in the private sector, also
supported by international events such as the WHX Lagos
trade fair, which attracts around 8,000 industry profes-
sionals every year.

Ghana stands out for its relative stability and health-
care system growth, supported by public investments
and private sector development. There are numerous op-
portunities offered by turnkey projects often coordinated
by foreign investors.

Ivory Coast is also experiencing significant evolution,
accompanied by new investments in healthcare infra-
structure.

Emerging and Niche Markets

Some African markets, although smaller in size, offer
targeted opportunities for companies oriented toward
long-term strategies.

Mali and Burkina Faso have healthcare systems heavily
dependent on international aid and imports, where col-
laboration with organizations and local distributors is of-
ten the key to market access.

Madagascar, on the other hand, combines geographic
isolation with strong dependence on imported healthcare
technologies, creating niche opportunities for specialized
operators.

Southern Africa: A More Mature Market

South Africa represents the most mature healthcare
market on the continent, thanks to an advanced regula-
tory framework and a well-established private sector.
The latter provides services with standards close to Eu-
ropean ones and is mainly used by the insured population
(around 20%).

For many companies, the country serves both as a di-
rect market and as a distribution hub for the entire south-
ern region, extending to Zambia, Mozambique, and Zim-
babwe through local import networks.

Each year, the WHX Johannesburg trade fair takes
place, attracting over 10,000 visitors and more than 600
exhibitors.

Strategic Considerations for Exporters

Entering African markets requires a structured, but
above all flexible, strategy. The selection of reliable local
partners, knowledge of regulatory requirements, and the
ability to adapt processes and documentation remain de-
cisive factors.

In a context characterized by strong fragmentation
and dynamism, flexibility is no longer simply a competi-
tive advantage—it is a core component of international
operations.

Companies that successfully integrate it systematically
into their processes will be best positioned to turn the
complexity of African markets into concrete opportuni-
ties for sustainable growth.
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The author recommends the
following immediate actions:

- Establishment of a U.S.-based LLC 5
in Miami, Florida, as the operational 5 -
headquarters for the protocol’s 4
development and implementation,
leveraging the city’s unique
institutional proximity to PAHO/
AMRO, SOUTHCOM, and the Latin
American medical device industry.
- Formal engagement with AdvaMed
(Advanced Medical Technology
Association) and the Regulatory
Affairs Professionals Society (RAPS)
to establish industry partnerships
and dissemination channels for the
Regulatory Divergence Atlas.

— Initiation of dialogue with PAHO/
AMRO regarding the protocol’s
potential integration into the
Pan American Network on Drug
Regulatory Harmonization (PANDRH)
framework.

- Presentation of the protocol’s
preliminary findings at the World
Health Expo (Miami), MD&M West
(Anaheim), RSNA (Chicago), and
HIMSS Global Health Conference.
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The regulatory fragmentation between the U.S. Food and Drug Administration

(FDA) and the five principal Latin American health regulatory authorities —

INVIMA (Colombia), ANVISA (Brazil), ARCSA (Ecuador), ANMAT (Argentina), and
COFEPRIS (Mexico) — constitutes a critical structural barrier to the timely flow of
medical technology across the Americas. This paper proposes a bilateral regulatory
harmonization protocol designed to reduce approval timelines, eliminate duplicative
certification requirements, and establish a convergence framework anchored in

FDA standards. Drawing on over 13 years of direct operational experience in medical
device import/export and a landmark 2014 regulatory precedent before INVIMA — in
which FDA-aligned international nomenclature standards were successfully invoked
to establish a novel device classification category in Colombia — the author presents
a structured methodology applicable to all five jurisdictions. The protocol addresses
a documented $2.1 billion annual loss to the U.S. medical device industry attributable
to regulatory fragmentation, while simultaneously improving access to life-saving
diagnostic and therapeutic technologies across a Latin American market projected to
grow from $45.37 billion in 2024 to $75.30 billion in 2033.
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1. INTRODUCTION

The global medical device industry operates within a
complex and heterogeneous regulatory landscape. While
the United States Food and Drug Administration (FDA) has
established one of the world’s most rigorous and widely
recognized regulatory frameworks for medical devices, the
five principal Latin American regulatory authorities — INVI-
MA (Colombia), ANVISA (Brazil), ARCSA (Ecuador), ANMAT
(Argentina), and COFEPRIS (Mexico) — each maintain inde-
pendent, structurally divergent approval pathways that cre-
ate substantial barriers to cross-border market access.

The consequences of this fragmentation are measura-
ble and severe. U.S. manufacturers face average approval
timelines of 18 to 36 months per Latin American market,
redundant technical dossier requirements, duplicative
safety testing, and inconsistent device classification stand-
ards. The cumulative economic impact on the U.S. medical
device sector has been estimated at $2.1 billion in annual
losses attributable to re-certification costs and market en-
try delays (SelectUSA, 2024). Simultaneously, Latin Ameri-
can healthcare systems bear the cost of delayed access to
medical innovations that could improve diagnostic accuracy,
reduce surgical morbidity, and address the growing burden
of non-communicable diseases — including cardiovascular
disease, cancer, and diabetes, which are projected to cause
81% of deaths in Latin America by 2030 (Population Refer-
ence Bureau, 2023).

This white paper proposes a structured Bilateral Regu-
latory Harmonization Protocol (BRHP) that takes FDA ap-
proval as the primary reference standard and establishes a
convergence methodology applicable to the five identified
Latin American jurisdictions. The protocol is grounded in di-
rect regulatory practice, including a documented precedent
before INVIMA in 2014 in which the author successfully ap-
plied FDA-aligned international standards to establish a new
device classification category in Colombia — a case that
serves as the methodological foundation for the broader
framework proposed herein.

2. BACKGROUND AND PROBLEM STATEMENT

2.1 The Latin American Medical Device Market

Latin America represents one of the most significant
growth opportunities for U.S. medical device exporters.
The regional market was valued at $45.37 billion in 2024 and
is projected to reach $75.30 billion by 2033, representing
a compound annual growth rate (CAGR) of 579% (www.
marketdataforecast.com, 2024). Brazil alone constitutes
the largest medical device import market in the region, with
total imports reaching $9.33 billion in 2024 — an 18% year-
over-year increase — and the United States maintaining its
position as the single largest supplier with a 20.64% market
share and $1.93 billion in exports (UN Comtrade, 2025; www.
pureglobal.com, 2025).

In 2023, the United States was the world’s largest export-
er of medical instruments, with $34.8 billion in total exports
(www.towardshealthcare.com, 2025). Despite this dominant
position, regulatory fragmentation across Latin American
jurisdictions significantly constrains the U.S. sector’s ability
to capitalize on regional demand growth.

2.2 Regulatory Fragmentation as a Structural Barrier

Each of the five principal Latin American regulatory au-
thorities operates under a distinct legal framework, device
classification system, technical dossier structure, and ap-
proval timeline:

- INVIMA (Colombia): Governed by Decree 4725/2005.
Devices classified in four risk categories (I, IIA, 1B, IIf).
Approval timelines for Class I1B devices historically range
from 18 to 36 months. Requires Spanish-language tech-
nical documentation, independent risk analysis per 1SO
14971, and clinical evidence of safety and efficacy.

- ANVISA (Brazil): Governed by RDC 185/2001 and subse-
quent resolutions. Maintains an independent classifica-
tion system with four risk classes. Brazil requires local-
ized labeling, Portuguese-language documentation, and
mandatory registration renewal every five years. Total
approval timeline averages 24 months for Class Il devic-
es.

- ARCSA (Ecuador): Governed by Agreement No.
00004521. Classification system partially aligned with
PAHO/WHO recommendations but diverges significant-
ly from FDA risk classification criteria, creating uncertain-
ty for U.S. exporters.

- ANMAT (Argentina): Governed by Decree 9763/64 and
subsequent resolutions. Requires a local technical direc-
tor, Spanish-language labeling, and Argentine-specific
clinical validation data for high-risk devices.

- COFEPRIS (Mexico): Governed by NOM standards and
the General Health Law. Mexico benefits from par-
tial supply chain integration with U.S. manufacturers
through maquiladora operations, but maintains an in-
dependent approval pathway for market authorization
that does not recognize FDA clearance as sufficient for
domestic commercialization.

The cumulative effect of these divergent frameworks is
a system in which a device approved by the FDA — argua-
bly the world’s most stringent regulatory authority — must
nonetheless undergo independent, duplicative evaluation
in each Latin American jurisdiction before it can be legally
commercialized. This structural inefficiency imposes dispro-
portionate costs on small and medium-sized U.S. manufac-
turers and delays patient access to innovative technologies
by years.

2.3 The COVID-19 Precedent

The COVID-19 pandemic provided the most dramatic and
consequential demonstration of the human cost of regula-
tory fragmentation in the Americas. As demand for respira-
tory support equipment, diagnostic imaging systems, and
personal protective equipment surged globally in early 2020,
Latin American health authorities faced the impossible task
of rapidly approving devices that had already received FDA
Emergency Use Authorization — but whose domestic regis-
tration processes remained subject to standard multi-year
timelines. The resulting delays in the availability of ventila-
tors, portable X-ray units, and critical care supplies contrib-
uted directly to preventable mortality across the region. This
experience establishes an irrefutable public health rationale
for the harmonization protocol proposed in this paper.

3. FOUNDATIONAL CASE STUDY: INVIMA 2014 REG-
ULATORY PRECEDENT

The methodological foundation of the proposed harmo-
nization protocol is grounded in a regulatory precedent es-
tablished in Colombia in 2014. In November 2013, the author
initiated, on behalf of TRADE AND S.A.S. — as legal repre-
sentative Claudio Molinari — a petition before INVIMA for
a Marketing Authorization (Permiso de Comercializacién)
for X-ray tube assemblies and protective housings manufac-
tured by IAE Industria Applicazioni Elettroniche S.p.A. (Ita-
ly), classified as Class IIB Controlled Technology Biomedical
Equipment.

INVIMA’s initial technical review (Auto No. 2014002047,
March 14, 2014) concluded that X-ray tubes and housings,
when considered independently of the complete radiologi-
cal system, did not meet the definition of a medical device
under Article 2 of Decree 4725/2005, and therefore could
not be granted independent marketing authorization. This
position reflected a structural gap between the Colombian
regulatory framework and the internationally accepted clas-
sification of these components as autonomous biomedical
devices.

To contest this determination, the author invoked the
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classification authority of the ECRI Institute (Emergency

Care Research Institute, USA) — the not-for-profit organiza-

tion responsible for developing and maintaining the Univer-

sal Medical Device Nomenclature System (UMDNS), an in-
ternationally standardized device nomenclature adopted by
regulatory agencies, healthcare systems, and government
bodies worldwide, including the U.S. Department of De-
fense. The ECRI UMDNS assigns code 16604 to X-ray tubes,
formally classifying them as independent biomedical equip-
ment. Additionally, the technical submission demonstrated
that the X-ray tube, by converting high-voltage electrical
energy into ionizing radiation, constitutes an Active Medical

Device under Article 2 of Decree 4725/2005 — independent

of any associated radiological system.

INVIMA accepted the argument in its entirety. Resolu-
tion No. 2014027135 (August 22, 2014) granted Marketing
Authorization No. INVIMA 2014EBC-0011808, valid for ten
years, classifying Carcasas y Tubos de Rayos X — IAE as Class
IIB Biomedical Support Equipment for diagnostic imaging.
TRADE AND S.A.S. became the only company in the Colom-
bian market to hold marketing authorization for X-ray tube
assemblies as independent medical devices — establishing a
regulatory category that did not previously exist in Colom-
bian law.

This precedent demonstrates the core methodology of
the proposed harmonization protocol: the systematic appli-
cation of FDA-aligned international nomenclature standards
(ECRI' UMDNS, ISO 14971, IEC 60601 series) as a regulatory
convergence bridge between the FDA framework and Latin
American approval authorities. What was achieved individu-
ally for one product category in one jurisdiction in 2014 can
be systematized, scaled, and applied across five jurisdictions
and multiple device categories through a structured bilateral
protocol.

4.PROPOSED BILATERAL REGULATORY HARMONI-
ZATION PROTOCOL (BRHP)

4.1 Conceptual Framework

The Bilateral Regulatory Harmonization Protocol (BRHP)
is structured around three operational pillars: (1) Compar-
ative Regulatory Mapping, (2) Convergence Methodology,
and (3) Digital Interoperability Infrastructure. Together,
these pillars create a systematic pathway through which FDA
device clearance can serve as the evidentiary foundation for
accelerated market authorization across INVIMA, ANVISA,
ARCSA, ANMAT, and COFEPRIS.

4.2 Pillar | — Comparative Regulatory Mapping

The first operational pillar involves the systematic map-
ping of divergences between the FDA’s device classification
system (21 CFR Parts 860-892) and the classification frame-
works of the five Latin American authorities. This mapping
exercise, to be conducted using Natural Language Process-
ing (NLP) algorithms applied to the regulatory corpora of
each jurisdiction, will identify:

- Device categories for which FDA classification directly
corresponds to Latin American risk categories — ena-
bling immediate equivalence recognition.

- Device categories where partial correspondence exists
— enabling streamlined supplementary documentation
requirements.

- Device categories where structural divergence requires
targeted harmonization — representing the high-
est-complexity cases for the protocol.

The output of this mapping exercise will be a publicly
available Regulatory Divergence Atlas — a comprehensive
reference document for U.S. manufacturers seeking Latin
American market access — updated annually to reflect reg-
ulatory changes in all six jurisdictions.

4.3 Pillar Il — Convergence Methodology

The second pillar establishes a standardized technical
dossier structure that satisfies the core documentation re-

quirements of all five Latin American authorities simultane-

ously, while anchoring evidentiary standards to FDA-cleared

submissions. The convergence dossier will include:

- FDA 510(K) clearance or PMA approval as the primary
safety and efficacy evidence base.

- ECRI UMDNS classification as the international device
nomenclature reference.

- 1SO 14971 risk analysis as the harmonized risk manage-
ment standard.

- |EC 60601 series compliance as the harmonized electri-
cal safety standard.

- Multilingual technical translation (English, Spanish, Por-
tuguese) of all core documentation.

- Jurisdiction-specific supplementary modules addressing
labeling, clinical validation, and local representative re-
quirements.

4.4 Pillar Il — Digital Interoperability Infrastructure
The third pillar involves the development of a regional
digital platform for regulatory data exchange, built on FHIR

(Fast Healthcare Interoperability Resources) and HL7 stand-

ards, with blockchain-based traceability to ensure the integ-

rity and provenance of all shared regulatory documentation.

This infrastructure will enable real-time exchange of approv-

al status, safety alerts, and technical updates between the

FDA and Latin American authorities — reducing approval

timelines and eliminating redundant document submission

requirements.
5. PROJECTED IMPACT
5.1 Economic Impact on the United States
The U.S. medical device industry employs over 420,000

Americans and generated $34.8 billion in medical instrument

exports in 2023 (SelectUSA, 2024; www.towardshealthcare.

com, 2025). The elimination of duplicative certification re-
quirements across five Latin American jurisdictions is pro-
jected to recover a significant portion of the estimated $2.1
billion in annual losses currently attributable to regulatory
fragmentation, while accelerating U.S. manufacturers’ ac-
cess to a market growing at 5.79% annually.

5.2 Public Health Impact in Latin America

Over 50 million people in Latin America live with diabetes
as of 2023, and non-communicable diseases are projected
to account for 81% of regional mortality by 2030 (PAHO,

2023). Accelerated access to FDA-approved diagnostic and

therapeutic devices — including imaging systems, cardiac

monitors, surgical robotics, and in vitro diagnostics — will
directly improve clinical outcomes for millions of patients
who currently experience multi-year delays between device
innovation and clinical availability.

5.3 Strategic Positioning of the United States

The implementation of the BRHP from U.S. territory, an-
chored in FDA standards, positions the United States as the
global reference center for medical device regulatory gov-
ernance in the Western Hemisphere. This strategic position-

ing strengthens bilateral health diplomacy, reinforces U.S.

influence within multilateral health forums including the Pan

American Health Organization (PAHO/AMRO), and creates

a replicable model for regulatory harmonization applicable

to other high-growth markets in Africa, Southeast Asia, and

the Middle East.

6. CONCLUSIONS AND RECOMMENDATIONS

The regulatory fragmentation between FDA standards
and Latin American medical device approval frameworks
represents a structural inefficiency with documented costs
to U.S. economic competitiveness, Latin American public
health outcomes, and the broader mission of equitable ac-
cess to medical technology. The Bilateral Regulatory Har-
monization Protocol proposed in this paper offers a system-
atic, evidence-based solution grounded in direct regulatory
practice and validated by a landmark 2014 precedent before

INVIMA.
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Looking for
Products

Infodent International
advertizers

DISTRIBUTORS WALL

Distributors
Infodent International
advertizers

Miscellaneous
Infodent International

Looking for distributors? advertizers
Interested in dealing new products and improve your business? These pages are for you:
announcements of companies and distributors searching for each other.

Your next partner is already waiting for you. Write us to be in the next issue*:

> classified@infodent.com
. Looking for

Products

Looking for
Distribution Opportunity: SUCTION DEVICES for Hospitals & Ambulances Distributors
Many hospitals and ambulances are equipped with SSCOR suction devices
SSCOR portable suction devices are used in hospitals for crash carts, patient transport, . Miscellaneous

surgi-center backup, long term care facilities...
For ambulances, SSCOR offers a lightweight, portable, powerful and tough, battery powe-
red suction unit or fixed On-Board suction equipment available in different configurations.

www.jdhmedical.com/

Contact: medical@jdhintl.com Always free

for distributors

All classifieds we receive

will be verified. Any fraud

or incorrect behaviour will

‘ We are a medical and veterinary distribution company based in Argentina and Mexico, be reported to competent
specialized in importation, regulatory management, and commercialization. We are intere- international authorities.
sted in evaluating your product line for development and distribution in the region under
a long-term partnership model.

As a consulting agency
we can only guarantee the
reliability of classifieds
Balphin Medicals SA. carrying our infodent
Argentina world logo, since they

are our customers and

. we are aware of their
> comex@balphin.com.ar proven seriousness

‘ We are currently looking for three products: cryosurgery units for gynaecology, dermato-
logy systems, and mid-range and high-end microscopes.

Seyla SA
Costa Rica

» www.seyla-sa.com
> gerardo.gerencia@seyla-sa.com

‘ We are a healthcare company based in Seoul, Korea.
We provide a wide range of healthcare products for the department of anaesthesiology
and pain medicine, ICU, emergency medicine, and endoscopy unit.

Youngin Healthcare
South Korea

> yihealth@yahoo.com

Infomedix International | 02/ 2026



Can a medical company find

up to 100 dealers in a day?
Sure! Discover how our customers
did it successfully with newsletters!

TAKE ADVANTAGE

DENTAL & MEDICAL

What does the service include?

- Copywriting & developing for
newsletter and landing page

- Sending to all the email
addresses of distributors in
the places you select

- Newsletter report with
number of opens, clicks and
leads

INF@E& MEDIX

INTERNATIONAL Q=2 medical community business worldwide

advertise@infomedix.it
www.infomedixinternational.com

T

mne
M



TRADE SHOWS CALENDAR

24

MAY 2026

—

e -

27-30/ o5

SIO e ChCF
2026

ROME, ITALY

Organised by: SIOeChCF - Societa
Italiana di Otorinolaringoiatria e
Chirurgia Cervico Facciale

Secretariat:

Via L. Pigorini 6 - 00162 Rome - Italy
Phone: +39 06 44291164

Email: sioechcf@sioechcf.it
Website: www.sioechcf.it

Venue: Auditorium Parco della Musica
Ennio Morricone

Viale Pietro de Coubertin, 30

00196 Rome

Italy

» www.sio2026.sioechcf.it

JUNE 2026

08-10/ 06

UKIO
2026

LIVERPOOL, U.K.

Profile Productions Ltd

Boston House

69-75 Boston Manor Road

Brentford

TW8 9JJ

Phone: +44 20 3725 5840

Fax: +44 84 4507 0578

Email: ukio@profileproductions.co.uk

Venue: The ACC & Exhibition Centre
Liverpool,

Liverpool

UK

» www.ukio.org.uk

TRADE SHOWS CALENDAR

JUNE 2026

WHX Miami -
Formerly FIME

MIAMI BEACH, U.S.A.

Organised by: Informa PLC
Registered Office

5 Howick Place

London SW1P 1WG

UK

Phone: +44 20 7017 5000
Website: www.informa.com

Exhibition Contact:
fime@informa.com

Venue: Miami Beach Convention
Center

Miami Beach, Florida

USA

» www.worldhealthexpo.com

VISIT US

INF@ MEDIX

BooTH
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JUNE 2025

JUNE 2026

17-18 [ 06

Rare Diseases
2026

KRAKOW, POLAND

Congress Secretariat
Phone UK: +44 203 051 4032 ext. 519
Phone US: +1 857 400 0035 ext. 519

Venue: Hotel Metropolo Krakow By
Golden Tulip

Ul. Orzechowa 11

30-422 Krakow

Poland

» https://rare2026.com/

25-27 [ 06

Medical
Taiwan 2026

TAIPEI, TAIWAN

Organised by: TAITRA

5, Xinyi Rd, Sec. 5, Xinyi District
Taipei 11011

Taiwan

Phone: +886 2 2725 5200

Email: medicaltaiwan@taitra.org.tw
Website: www.taitra.org.tw

Visiting Contact
Ms Chris Lee
medicaltaiwan@taitra.org.tw

Venue: Taipei Nangang Exhibition
Center (TaiNex 2)

Hall 1

No. 5, Section 5, Xinyi Rd, Xinyi
District

Taipei City, 110

Taiwan

» www.medicaltaiwan.com

26-27 [ 06

Pharma Health
Expo 2026

CASABLANCA, MOROCCO

Contact:
Phone: +212 669143756
Email: sales@pharmahealthexpo.ma

Venue: DoubleTree Casablanca Hotel
(Formerly Grand Mogador)
Casablanca

Morocco

» https:/[pharmahealthexpo.ma/en/
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WHX Osaka
2026

OSAKA, JAPAN

Organised by: Informa Markets
Casey Clemenza (VP, Corporate
Communications)

Email: Casey.Clemenza@informa.com

Informa Markets Communications
Team
Email: informamarkets@informa.com

Venue: INTEX
Hall 6 A/B
Osaka

Japan

» www.japanhealthonline.com

JULY 2026

N 13-15/ 07

Cosmoprof ]
North America

LAS VEGAS, U.S.A.

If you have questions about
Cosmoprof North America, please
contact us at:

Toll Free: +1 800 468 2274
Outside US Phone: +1 480 281 0424

X 3445
info@cosmoprofnorthamerica.com

Venue: Mandalay Bay Convention
Center

Las Vegas, NV

USA

» www.cosmoprofnorthamerica.com

JULY 2026

TITLLLL h

16-19 [ 07

Asia Healthcare
& Medical
Cosmetology Expo

TAIPEI, TAIWAN

Organised by: CHAN CHAO
INTERNATIONAL CO,, LTD.

3F, No. 185, Kangchien Rd., Neihu Dist.
Taipei

Taiwan

Phone: +886-2-2659-6000

Email:
CustomerService@chanchao.com.tw

Venue: Taipei Nangang Exhibition
Center

Hall 1

Taipei

Taiwan

» www.chanchao.com.tw/healthcos/en
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Medicall
2026

CHENNALI, INDIA

For more information:
Phone: +91 7305 789 789
Email: info@medicall.in

Venue: Chennai Trade Centre
Chennai
India

» www.medicall.in

JULY 2025

28-30/ 07

tHIS ASEAN
2026

KUALA LUMPUR,
MALAYSIA

Organised by: Reed Sinopharm

Venue: Kuala Lumpur Convention
Center

Kuala Lumpur

Malaysia

» www.thisasean.com

AUGUST 2026

20-22 /08

Medical Fair
China 2026

SUZHOU, CHINA

Organised by: Messe Diisseldorf
(Shanghai) Co., Ltd.

Contacts:

Ms. Yan Jiang

Phone: +86 10 6590 7101 8602
Email: yan.jiang@mds.cn

Venue: Suzhou International Expo
Centre

Suzhou

China

» www.medicalfair.cnfen
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IFHNOS
2026

BRISBANE, AUSTRALIA
Email: info@ifhnos.net

Venue: Brisbane Entertainment and
Convention Centre

Brisbane, QLD

Australia

» https://ifhnos2026.org/au

ey

SEPTEMBER 2026

01-03/ 09

Warsaw
Medical Expo

WARSAW, POLAND

Customer Service Office
Phone: +48 518 739 124
Email: biuro.podawcze2@
warsawexpo.eu

Venue: Ptak Warsaw Expo
Hall D

62 Katowicka Ave.

05-830 Nadarzyn

Poland

» https://warsawmedicalexpo.com/en

VISIT US
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08-10/ 09

Dubai Derma
2026

DUBAI, U.A.E.

25" Dubai World Dermatology and
Laser Conference & Exhibition

Organised by:

INDEX Conferences & Exhibitions
Road D-62, Opposite to Nad Al Hamar
P.O. Box: 13636, Dubai - UAE

Phone: +971 4 3624 717

Fax: +971 4 3624 718

Email: derma@index.ae

Website: www.dubaiderma.com //
www.index.ae

Contact person: Dr. Matios Tcholakian
Sr. Business Development Manager
Email: exhibit@dubaiderma.com
Phone: +971 4 520 8888 (Ext. 604)
Mobile: +971 50 785 1076

Venue: Dubai World Trade Centre
(DWTC), Dubai, UAE

» https://dubaiderma.com/

VISIT US

INF@ MEDIX

HALL 5, BOOTH 511
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Medical Fair
Asia 2026

SINGAPORE, SINGAPORE

Organised by: Messe Duesseldorf Asia
Pte. Ltd.

3 HabourFront Place

#09-02 HabourFront Tower Two
Singapore 099254

Phone: +65 6332 9620

Fax: +65 6332 9655

E-Mail: medicalfair-asia@mda.com.sg
Website: www.medicalfair-asia.com

Venue: Marina Bay Sands
Singapore

» www.medicalfair-asia.com

SEPTEMBER 2026

17-19 [ 09

Medical Fair
India 2026

MUMBAI, INDIA

Messe Duesseldorf GmbH

P.O. Box 10 10 06, D-40001
Duesseldorf

Stockumer Kirchstrasse 61
D-40474 Duesseldorf

Germany

Email:
infoservice@messe-duesseldorf.de
Website:
www.messe-duesseldorf.com

Venue: Bombay Exhibition Centre
(BEC)

Hall 4

Mumbai

India

» www.medicalfair-india.com

SEPTEMBER 2026

23-26 [ 09

Rehacare
2026

DUSSELDORF, GERMANY

Messe Dusseldorf GmbH
Messeplatz, Stockumer Kirchstrasse
61

P.O. Box 10 10 06

40001 Dusseldorf, Germany

Phone: +49 211 45 60 01

Infotel: +49 211 45 60-900

Telefax: +49 211 45 60-668

Email: info@rehacare.de

Website: www.messe-duesseldorf.de

Venue: Messe Dusseldorf
Dusseldorf
Germany

» www.rehacare.com
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If you wish to support any of the initiatives, please refer to the contact details indicated at the end of each article.

Joint WHO, Gavi, and
UNICEF press release for

World Immunization Week

for every child

Guinea-Bissau renews commitment to vaccines and sustainable co-financing

to protect every child

As Guinea-Bissau joins the global commu-
nity to mark World Immunization Week (24-
30 April 2026) under the theme “For every
generation, vaccines work”, the World Health
Organization (WHO), UNICEF, and GAVI,
the Vaccine Alliance, are calling for renewed
commitment to vaccination and sustainable
financing to protect children, families, and
communities, particularly the most vulnera-
ble and zero-dose children who have yet to
receive a single vaccine.

Vaccines remain one of the most effective
and cost-effective public health interven-
tions, protecting people of all ages against
life-threatening diseases. Immunization has
saved millions of lives over the past five dec-

ades and continues to protect children from
diseases such as measles, polio, tetanus, diph-
theria and malaria.

In Guinea-Bissau, vaccines are a corner-
stone of primary health care and child surviv-
al, contributing significantly to reductions in
under-five mortality, from 174 in 2000 to 69
deaths per 1,000 live births in 2023. Howev-
er, declines in immunization routine coverage
highlight the need to urgently reach children
who are missed by the system. [IK1]

It estimated that around 14,000 children
have not received a first dose of the DTP1
vaccine by the age of 6 weeks, when the first
dose is scheduled according to the national

Infomedix International | 02 / 2026

immunization calendar. These children are
referred to as “zero-dose” children, and DTP1
coverage is widely used as a proxy indicator to
assess access to immunization services.

While efforts such as the Big Catch-Up ini-
tiative have helped identify and reach a signif-
icant proportion of these children, drop-out
between the first and third doses remains a
major challenge. By the time children reach
14 weeks of age, when the third dose (DTP3)
should be completed, only 68% of children
were fully vaccinated in 2025. This situation is
compounded by delays in domestic financing
for vaccines, and barriers to access in remote
communities, continue to affect vaccination
coverage.




For every generation,
vaccines work

“Vaccines are a public good and a shared
responsibility,” said Dr. Walter Kazadi Mulom-
bo, WHO’s Special Representative to Guinea
Bissau. “Sustained political commitment and
financing are essential to ensure that every
child, everywhere, is protected from vac-
cine-preventable diseases, while strengthen-
ing health and protection across generations.”

A key pillar of Guinea-Bissau’s immuni-
zation programme is the GAVI co-financing
policy, which supports countries to gradual-
ly increase their own financial contributions
to vaccines as part of a transition towards
long-term sustainability. Ensuring timely ful-
filment of these co-financing commitments is
critical to avoid stockouts and sustain routine
immunization services.

This approach has enabled the country to
expand protection for children while laying
the foundation for sustainable immunization
financing.

“Through co-financing, countries like Guin-
ea-Bissau are not only receiving support, but

also building the foundations for self-reliant
immunization systems,” said Mr. Marius Keller,
the Gavi Liaison Officer for Guinea-Bissau.

During World Immunization Week 2026,
WHO, UNICEF and GAVI call on:

- Government of Guinea-Bissau to protect
and increase domestic investment in im-
munization,

- Partners and donors to continue support-
ing vaccine access and system strengthen-
ing, and

- Health workers and community actors to
actively identify and reach zero-dose chil-
dren, and

- Communities to seek accurate informa-
tion and ensure children receive all recom-
mended vaccines on time.

“Every missed vaccine is a missed oppor-
tunity to protect a child,” said Dr. Inoussa
Kabore, UNICEF’s Representative in Guin-
ea-Bissau. “By investing in vaccines and
strengthening co-financing, Guinea-Bissau is
investing in the health, development and fu-
ture of its children.”

Together, sustained investment, strong
partnerships and community trust can ensure
that vaccines continue to work - for every
child, in every generation.

Source:

https;fwww.unicef.org/guineabissau/
press-releases/joint-who-gavi-and-unicef-
press-release-world-immunization-week

World Immunization Week is celebrated every year in the last week of April and aims to promote the use of vaccines to protect people

of all ages against disease.

About WHO

114d03d NON

Dedicated to the health and well-being of all people and guided by science, the World Health Organization leads and champions global
efforts to give everyone, everywhere, an equal chance at a safe and healthy life. WHO is the UN agency for health. WHO connects
nations, partners and people on the front lines in 150+ locations - leading the world’s response to health emergencies, preventing disease,
addressing the root causes of health issues and expanding access to medicines and health care. WHO’s mission is to promote health, keep
the world safe and serve the vulnerable.

» www.who.int

About Gavi, the Vaccine Alliance
Gavi helps vaccinate nearly half the world’s children against deadly and debilitating diseases and supports countries through a co-financing
model to ensure long-term sustainability of immunization programmes.

About UNICEF

UNICEF, the United Nations agency for children, works to protect the rights of every child, everywhere, especially the most disadvantaged
children and in the toughest places to reach. Across more than 190 countries and territories, we do whatever it takes to help children
survive, thrive, and fulfil their potential.

For more information about UNICEF and its work for children, visit:

» www.unicef.org
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