
Clinical, Medical & Diagnostic Products

How to effectively manage supplier audits in global 
medical supply chains
Dr Oliver Eikenberg, Pure Global

In general, the risks associated with inadequate supplier oversight are increasing as the 
industry becomes more global, with suppliers dispersed across multiple countries and 
subject to varying regulations. To maintain compliance on a global scale, manufacturers 
must implement a strategic and proactive supplier management process within their 
QMS to oversee supplier audits effectively.

Global supply chain management through a 
business lens
Compliance for supply chain actors - medical device manufacturers, distributors, 
and importers - is not just important; it is critical for ensuring device safety and 
achieving business success. Failure to meet these requirements can result in serious 
consequences, including device recalls, fi nancial penalties, and lasting damage to a 
brand’s reputation. A strategic approach involves ensuring the supply chain operates 
effi ciently while adhering to the required regulatory framework.

Medical device manufacturers often depend on a diverse and geographically dispersed 
network of suppliers for essential components, raw materials, and services. These 
suppliers, operating across multiple countries, add complexity due to varying regional 
regulations and quality standards. This complexity extends to border regulations 
for delivering parts, components, pre-fi nished devices, and associated labelling. 
The challenge is further heightened by subtier suppliers - those supplying goods or 
services to the primary suppliers. These subtier suppliers are often less visible to 
manufacturers, and their failure to meet regulatory requirements can trigger compliance 
issues throughout the supply chain. Each tier in the chain introduces potential risks, 
particularly when suppliers operate under less rigorous quality management systems 
(QMS) or lack familiarity with medical device manufacturing regulations.

For instance, compliance with directives such as WEEE (Waste Electrical and Electronic 
Equipment), RoHS (Restriction of Hazardous Substances), and REACH (Registration, 
Evaluation, Authorization, and Restriction of Chemicals) is often mandatory for 
manufacturing medical devices, depending on the materials or components involved. 
These regulations address environmental safety, chemical usage, and recyclability. 
Failure to comply can halt production, delay shipments at borders, or lead to legal 
actions by authorities. The complexity increases with regional variations in these 
regulations, which global businesses must navigate and adhere to.

Additionally, processes like sterilisation - critical for ensuring the safety and hygiene of 
medical devices - often involve subcontractors or third-party service providers. These 
critical subcontractors are a key focus of supplier audits and require detailed supplier 
controls and thorough documentation to verify compliance with regulatory requirements

The challenges grow more signifi cant with niche materials or components critical to 
the functionality and safety of medical devices. Manufacturers often rely on a limited 
pool of highly specialised suppliers for these components, many of whom lack the 
infrastructure, quality management systems (QMS), or regulatory expertise to meet 
international standards. For instance, a supplier might provide a rare biocompatible 
material essential for a device but lack the traceability documentation required to 
demonstrate regulatory compliance. In such cases, the supplier may not be qualifi ed to 
produce materials or components for medical device manufacturers.

The golden rule remains: a medical device is only as safe as its parts. Relying on 
underqualifi ed suppliers introduces signifi cant business risks, including regulatory 
scrutiny, operational delays, and potential product recalls. This underscores the critical 
importance of thorough, risk-based supplier qualifi cation and oversight to safeguard the 
supply chain and protect the business.

The regulatory view on a global supply chain
The safety of medical devices depends heavily on the quality and regulatory compliance 
of their components, parts, and raw materials. While regulatory frameworks worldwide 
may impose additional supply chain requirements, the overarching goal is consistent: 
protecting public health by ensuring the safety and effectiveness of medical devices.

Given the critical importance of regulatory compliance in medical device safety, 
effective supplier control is a core element of a global QMS. Failure to comply with 
regulations - such as those outlined in US 21 CFR Part 820.50 and ISO 13485 (sections 
4.1 and 7.4) - can result in devices being deemed unsafe.

Manufacturers must closely manage their high-risk suppliers, also known as ‘crucial 
suppliers’ or ‘critical subcontractors,’ as these suppliers directly impact the safety, 
performance, and quality of the fi nal product. This typically involves conducting regular 
audits, extensive product testing, and maintaining accurate documentation to ensure 
components meet the required standards. Supplier audits help detect risks early, 
protecting companies against potential performance and safety issues. Regulators 
are trained to verify adequate supplier controls (such as regular audits) to identify 
nonconformities or violations and take action to protect public safety. As a result, low-
quality or poorly documented parts, components, or materials can lead to a medical 
device being classifi ed as unsafe, resulting in signifi cant consequences and costs.

As global supply chains become more complex and interconnected, effi cient supplier 
oversight has evolved into both a legal requirement and a strategic priority. This 
process goes beyond regulatory compliance; it also involves proactive engagement 
with suppliers to create a culture of quality and compliance throughout the supply 
chain. By rigorously managing suppliers and ensuring they meet the relevant QMS 
standards, manufacturers can enhance operational resilience, avoid costly disruptions, 
and improve the overall safety and quality of medical devices.

Aligning supplier audits with global supply 
chain strategies
Selecting a supplier in the medical device industry requires balancing quality, cost, and 
risk, all within an increasingly complex regulatory environment. The business risk of 
supplier non-compliance grows with the size of global supply chains. Regulatory bodies 
worldwide are intensifying their surveillance and oversight of critical components 
provided by key suppliers, often through systematic database searches, enabling them 
to identify suppliers for audits or inspections based on defi ned criteria.

While this increased oversight is inevitable, companies can mitigate potential 
disruptions by proactively preparing for inspections through well-documented, focused 
supplier audits. These audits, conducted by qualifi ed auditors with expertise in global 
regulations, help identify potential risks and ensure compliance before regulatory 
agencies intervene. The expertise of these auditors is particularly valuable when 
navigating specifi c country legislation within global supply chains.

In many cases, working with external auditors who have in-depth knowledge of local 
laws can provide a distinct advantage, especially when language barriers or complex 
regional requirements come into play. By bringing in a third-party perspective, companies 
gain objective, realistic feedback on potential risks that might otherwise be overlooked, 
offering a more comprehensive understanding of their supply chain vulnerabilities.

An alternative to formal audits is conducting a gap analysis, which offers more 
fl exibility while still identifying areas for improvement. Unlike a regular audit, it is not 
conducted in a formal ‘question and answer’ format. This more interactive approach 

The challenges associated with supplier audits and verifi cation of supplier compliance are increasing alongside the growing complexity of global supply chains 
in the medical device sector. Supplier controls are no longer solely about meeting regulatory obligations—they are now a critical component in safeguarding 
product quality and ensuring that safe and effective devices reach the market. Many recalls, warning letters, and incidents like the 2012 breast implant 
scandal, which prompted changes to EU legislation, highlight the consequences of inadequate supplier qualifi cation and insuffi cient controls. After all, supplier 
management is a fundamental aspect of any quality management system (QMS), such as ISO 9001, ISO 13485, or QSR
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allows for early discussions on corrective actions before issues escalate into non-
conformities or the need for corrective and preventive actions (CAPAs). By addressing 
potential risks constructively, manufacturers and suppliers can collaborate to identify 
and resolve problems in the supply chain, thereby reducing the chances of costly 
compliance failures or disruptions.

Ultimately, whether through an internal audit or gap analysis, taking a proactive 
approach to supplier oversight empowers manufacturers to address risks before they 
escalate into compliance issues. By investing in regulatory expertise and obtaining 
objective feedback on potential gaps in the supply chain, businesses can avoid costly 
disruptions, maintain operational effi ciency, and stay ahead of regulators

A strategic approach to mitigating supply chain 
risks in medical device manufacturing
A strategic approach to mitigating global supply chain risks in medical device 
manufacturing involves a comprehensive focus on the early identifi cation of potential 

risks and regulatory challenges. By proactively addressing these factors, 
companies can not only maintain compliance but also ensure product quality and 
safety while minimising operational disruptions. Effective management of supplier 
audits and controls is essential to staying ahead of evolving global regulatory 
landscapes. This proactive approach helps manufacturers avoid costly recalls, 
penalties, and reputational damage, ultimately enhancing competitiveness. 
Furthermore, it strengthens long-term business resilience, allowing companies 
to adapt and succeed in an increasingly complex and demanding regulatory 
environment.
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over 14 years of experience in the medical device industry and 15 years in regulatory 
consulting, specialising in EU, US, and Australian regulations. He has deep expertise in 
IVD genetic tests, Companion Diagnostics, clinical performance studies, and regulatory 
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New assay kit simplifi es mitochondrial function analysis
Agilent Technologies has introduced the Mito-rOCR Assay Kit, a streamlined solution that simplifies the analysis of mitochondrial function for researchers 
of all skill levels. This cost-effective kit enables functional assessment of mitochondrial respiration in cell physiology and disease pathology studies, making 
advanced mitochondrial research more accessible.

Mitochondria play a crucial role in energy production, and mitochondrial dysfunction is linked to various diseases. The Mito-rOCR Assay Kit provides an easy 
and reliable way to measure relative oxygen consumption rate (rOCR), offering insights into mitochondrial health. Researchers can use the assay with a 
range of compatible fluorescence plate readers and multimode imagers that meet sensitivity, detection, and environmental control requirements.

The BioTek Cytation series, ideal for use with the Mito-rOCR assay, supports automated processes and ensures optimal conditions for diverse research 
needs. The assay measures rOCR, enabling sensitive detection of changes in mitochondrial function without interfering with cellular processes. The reagent 
remains outside the cells, ensuring it can be easily removed for further downstream analysis.

Data analysis is simplified using the Mito-rOCR Analysis Module within Agilent Seahorse Analytics, a cloud-based software that makes data import, linearisation, and chart creation easy and efficient.

Chris Braun, Associate Vice President of Marketing in Agilent’s Cell Analysis Division, commented: “The Mito-rOCR Assay Kit was developed in response to customer feedback, providing an easy-to-
use assay that works with various fluorescence plate readers. This kit empowers more researchers to study cellular respiration and mitochondrial function.”

The Mito-rOCR Assay Kit is part of Agilent’s expanding suite of metabolic analysis tools, offering researchers a comprehensive view of cellular metabolism and supporting advancements in biological 
research.

More information online: ilmt.co/PL/MbD6

510(k) clearance granted for COVID-19 diagnostic PCR kit
Thermo Fisher Scientific has announced that its Applied Biosystems™ TaqPath™ COVID-19 Diagnostic PCR Kit has received 510(k) clearance from the US Food & Drug Administration (FDA). Initially 
introduced as an Emergency Use Authorized (EUA) test, the 510(k) clearance now allows clinical and public health laboratories to transition to an in vitro diagnostic (IVD) workflow. This marks a 
significant step in supporting the ongoing response to the COVID-19 pandemic.

Thermo Fisher Scientific remains committed to driving continuous innovation for its clinical customers. The 510(k)-cleared TaqPath COVID-19 Diagnostic 
PCR Kit is built upon the same chemistry as the EUA kit, which was used to test over one billion patient samples during the height of the COVID-19 
pandemic. The kit is intended for use with nasopharyngeal and anterior nasal swab samples, and it includes all necessary assays and controls for real-
time PCR detection of RNA from the SARS-CoV-2 virus. The multi-gene target design of the TaqPath COVID-19 Diagnostic PCR Kit, which includes the 
ORF1ab, N gene, and S gene, provides greater confidence in results and supports an accurate diagnosis as new mutations of the virus continue to emerge.

The TaqPath COVID-19 Diagnostic PCR Kit is designed for use in a range of settings, including reference and clinical laboratories, public health 
laboratories, and academic medical centres. With a proven track record of performance and reliability, the kit is validated for use on common PCR 
instruments in the United States. Building on the foundation of the emergency-use-authorised COVID-19 test, the 510(k)-cleared version ensures consistent 
performance and is ready for widespread use. Results can be delivered in as little as three hours, enabling care teams to make rapid, informed decisions 
and determine the best course of treatment for patients. Thermo Fisher’s continuous commitment to improving diagnostic solutions helps laboratories 
maintain high standards of accuracy and reliability in the ongoing battle against COVID-19.

More information online: ilmt.co/PL/mn5w

Clinical-grade long-read sequencing test gains US regulatory approval
Azenta, Inc has introduced a long-read Whole Genome Sequencing (WGS) test for clinical applications, becoming the first commercial provider to secure 
regulatory approval for this offering in the United States.

Unlike traditional short-read sequencing methods, which often struggle to identify genetic variants in repetitive regions of the genome linked to rare diseases, 
Azenta’s test uses PacBio’s Revio sequencer to generate long and highly accurate HiFi sequencing reads. This approach enables comprehensive coverage 
of genomic regions that short-read technologies fail to access. Conducted within GENEWIZ from Azenta Life Sciences’ CLIA-certified and CAP-accredited 
clinical genomics laboratory, the test allows for precise detection of complex genomic alterations that are often missed by conventional sequencing methods, 
providing an unprecedented level of genomic insight.

Dr Ginger Zhou, Senior Vice President & General Manager of GENEWIZ Multiomics and Synthesis Solutions at Azenta Life Sciences, emphasised the significance 
of this advancement: “Clinical-grade long-read sequencing marks a major step forward in understanding the genetic basis of rare diseases. By capturing extensive 
DNA sequences in a single read, researchers can detect subtle genetic variations that were previously undetectable with conventional methods. This breakthrough 
enhances diagnostic accuracy while also paving the way for more targeted therapies and improved clinical trials.”

Christian Henry, President and Chief Executive Officer of PacBio, highlighted the role of PacBio’s technology in advancing genomic research: “Azenta’s test 
demonstrates the power of our Revio sequencer in generating the most precise and comprehensive genomic data available today. The accuracy of HiFi reads 
is transforming rare disease research, allowing scientists to uncover intricate genetic details. We are proud to support Azenta in pushing the boundaries of clinical genomics with these deeper, more 
precise insights.”

More information online: ilmt.co/PL/1y18
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