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Medical Trolleys – Scope Drying and  Storage Cabinets
W 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. 

•	 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

F  www.jdhmedical.com
B  medical@jdhintl.com 

Portable and On-Board Suction Devices
W J.D. Honigberg International

Hospital use
The SSCOR Duet is perfect for hospital crash carts, patient transport, surgi-center backup, long term care facilities...
•	 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
•	 The SSCOR VX-2 is a lightweight, portable, powerful and tough, battery powered suction unit (>30 lpm 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. 

•	  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.

F  www.jdhmedical.com
B  medical@jdhintl.com 
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New Housing C 25
W IAE

IAE is a major role player in the international 
x-ray market as the only independent manufac-
turer in Europa of rotating anode tubes.

With its wide product line of more than 
100 insert/housing combinations, IAE is a 
strategic and reliable partner to the most im-
portant equipment manufacturers globally.

A recently developed product is a rotat-
ing anode x-ray unit, suitable for C-arms; it 
features a compact design with miniature 
high voltage connectors and a single-piece 
cast aluminium body. 

A combination of 2 tubular oil-water 
heat exchangers on the housing body and 
a remote air-water heat exchanger ensures 
amazing heat dissipation.

F  www.iae.it
B  iaexray@iae.it

YOUR RELIABLE PARTNER
IN X-RAY SYSTEMS

iaexray@iae.it
www.iae.it

Mr Grégory Corpita
91170 Viry Chatillon/France

gregory.corpita@iae.it 

Mr Gabriel Kertesz 
4537 Verlaine/Belgium

kertega@iae.it 

Mrs Sabine Fichtler 
40699 Erkrath/Germany
sabine.fichtler@iae.it  

Mr Jack Kang/Murisys  
Incheon 407-728 Korea  

jack@murisys.com

Mr  K.Y. Cheung/Star United 
Royal Ascot, Shatin, Hong Kong 
kycheung2005@yahoo.com.hk

Mr Claudio Molinari/TRADE AND SMR
Santa Marta (Colombia)
director@tradeand.com

Mr David Hurlock/X-Ray America, LLC  
Charleston,  SC - U.S.A.

david@x-rayamerica.com

Mr Ricardo Delmonte/BIO RED-CIENCIA BIOMEDICA
 Buenos Aires-Argentina   

info@grupobiored.com.ar 

Mr Berat Tok/VenRay 
Istanbul - Turkey  

berattok@venraytr.com

IAE GLOBAL SALES CONTACTS

S Visit us at RSNA 2026, Chicago, Illinois U.S.A.
     WHX 2027, Dubai, U.A.E.
     ECR 2027, Vienna, Austria

www.infomedixinternational.com 
advertise@infomedix.it

WHX Miami - Formerly FIME 2026 

[17-19 June 2026]

and many other trade shows!
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Swing Revo - the all-in-one system
W 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-

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.

F  www.gmmspa.com
B  info@gmmspa.com

www.gmmspa.com

S Visit us at RSNA 2026 
     Booth No. 4148

S Visit us at Medica 2026
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Giotto Class S - Productivity combining 
innovation and quality in the breast care
W IMS Giotto

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. 

The system can be equipped with the 
new software application “Tiziano” based 
on AI 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.

F  www.imsgiotto.com
B  imscomm@imsgiotto.com

Giotto Class
The new dimension in Tomosynthesis 
and Breast Biopsy

IMS Giotto S.p.A.
www.imsgiotto.com

imscomm@imsgiotto.com

Design  
Technology 
 Ergonomy
Never seen.
ALL-IN-ONE-SYSTEM 

TOMOSYNTHESIS 

 SYNTHETIC VIEW 

2D MAMMOGRAPHY   

TOMO-BIOPSY in PRONE 
or UPRIGHT POSITION

DUAL-ENERGY

S Visit us at RSNA 2026 
     Booth No. 4148

S Visit us at Medica 2026
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The report examines the interplay between healthcare organization, economic 
dynamics, and trade flows within one of the world’s largest and most complex 
dental markets.

8' 
Reading time

Brazil’s Medical Market: 
Scale, Selectivity and 

Strategic Entry Points for 
International Suppliers

902 /  2026 |   Infomedix International
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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 (%)

10 Infomedix International |  02 /  2026
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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.

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:

•	 public procurement through SUS
•	 private healthcare providers
•	 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 

Dual Market Comparison
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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-

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:
•	 operational efficiency
•	 reliability over time
•	 measurable value beyond initial cost

Medical Device Imports Growth Imports (USD Billion)

Pharmaceutical Market Size (USD Billion)

12 Infomedix International |  02 /  2026
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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.

Impact on purchasing decision impact level

Success factors in Brazil importance level
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Marcela Ivonne Schiaffini
Executive MBA – International
Business & Medical Devices
Export Specialist

marcela.schiaffini@gmail.com

Flexibility as 
a Strategic 
Resource in 
Exporting 
Medical Devices 
to Africa

The article analyzes the role of flexibility as a strategic competence for medical 
device companies operating in African markets. In a context characterized by 
strong regulatory fragmentation, cultural diversity, and logistical complexity, 
the ability to adapt processes, documentation, and business models becomes 
a determining factor for market access and growth. Through an overview of 
the continent’s main geographic areas, the article highlights how differences in 
regulatory systems, healthcare infrastructures, and payment dynamics require 
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 IIb, require more complex approval pro-
cesses compared to Class I 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-

16 Infomedix International |  02 /  2026
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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 
in Miami, Florida, as the operational 

headquarters for the protocol’s 
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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