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FORWARD 
An important building 
block for a successful 
Supplier-Customer 
partnership is 
communication. The 
manual provides an 
overview of Medtronic’s 
expectations to its 
Suppliers. Its purpose is 
to give our Suppliers and 
potential Suppliers the 
information required for 
securing business and 
maintaining a successful 
partnership. 
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INTRODUCTION 1.0 
1.1 HOW TO USE THIS MANUAL 

The first three sections of this document provide an overview 
of Medtronic, the key roles in the sourcing organization, and an 
overview of Medtronic’s expectations. The remaining sections 
provide more detailed expectations. 

The manual aligns with the content of ISO13485 Medical Devices 
– Quality Management Systems – Requirements for Regulatory 
Purposes; however, it is not intended to take the place of the 
standard itself. 

We recognize that Medtronic has a wide variety of Suppliers and 
technologies; the expectations stated in this manual may apply in 
different ways, depending on the Product or Service supplied. 

Terms and definitions used in this Manual are listed in Appendix B. 

Medtronic welcomes any questions regarding the content of the 
Supplier Quality Excellence Manual. 

Please send feedback to:  SQEM@medtronic.com 

mailto:SQEM@medtronic.com
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1.2 PURPOSE AND SCOPE 

The purpose of this Supplier Quality Excellence Manual is to 
clearly communicate Medtronic’s Quality expectations to all   
new and existing external Suppliers. These Quality 
expectations apply to the development, manufacture, and 
delivery of all Products and Services supplied to Medtronic. 
Suppliers have a direct impact to Medtronic delivering high-
quality Product to our customers. Therefore, it is important to 
understand 
 expectations, identify gaps and track progress to gap 
resolution. Medtronic establishes long-term partnerships with 
Suppliers who strive to meet performance expectations and 
comply with regulatory requirements. 

Quality requirements and expectations may take the form of an 
agreement or Specification. The expectations and guidance 
within this Manual are provided as a supplement, not as a 
replacement for or altering of the terms or conditions with pre- 
established agreements, engineering drawings or Specifications. 

If conflicting interpretations of the standards arise, the 
following order of precedence applies unless otherwise noted 
contractually: 

1. Agreements (Quality, Supply, etc.) 

2. Specification Requirements 

3. Medtronic Purchase Orders 

4. Supplier Quality Excellence Manual 

 

1.3 CODE OF CONDUCT 

Our relationships with Suppliers are based on lawful, efficient, 
and fair practices. Medtronic expects our Suppliers and 
contractors to: 

 Abide by applicable laws, rules and regulations of the countries 
in which they operate 

 Uphold the human rights of workers and treat them with 
dignity and respect 

 Ensure a safe and healthy working environment 

 Practice social and environmental responsibility 

 Demonstrate the highest standards of business ethics 

 Medtronic reserves the right to discontinue business 
relationships with Suppliers that fail to conduct business in a 
legal, responsible, and ethical manner. 

Appendix D contains a list of regulations and standards that are 
applicable to Medtronic and may be applicable to our Suppliers 
also. 

1.4 MEDTRONIC MISSION 

The Medtronic mission is very important to us as a company.  First 
and foremost, our mission is to alleviate pain, restore health, and 
extend life. We at Medtronic are committed to fulfilling this 
mission and expect the same commitment from our Suppliers. 
Please take time to review and understand the Medtronic mission: 

 To contribute to human welfare by application of biomedical 
engineering in the research, design, manufacture, and sale of 
instruments or applications that alleviate pain, restore health, 
and extend life. 

 To direct our growth in the areas of biomedical engineering 
where we display maximum strength and ability; to gather 
people and facilities that tend to augment these areas; to 
continuously build on these areas through education and 
knowledge assimilation; to avoid participation in areas where we 
cannot make unique and worthy contributions. 

 To strive without reserve for the greatest possible reliability   
and quality in our Products; to be the unsurpassed standard of 
comparison and to be recognized as a company of dedication, 
honesty, integrity, and service. 

 To make a fair profit on current operations to meet our 
obligations, sustain our growth, and reach our   goals. 

 To recognize the personal worth of all employees by providing 
an employment framework that allows personal satisfaction in 
work accomplished, security, advancement opportunity, and 
means to share in the company’s success. 

 To maintain good citizenship as a company. 

 
 

1.5 MEDTRONIC OPERATING UNITS 

Medtronic understands that our twenty (20) operating units are 
different in nature and may have unique Supplier quality 
requirements. However, the processes and tools depicted in this 
Manual represent the core Medtronic expectations. 

For more information about Medtronic Products and the patients 
we serve, please visit  http://www.medtronic.com. 

 

Cardiac Rhythm Management (CRM): Our business develops, 
manufactures and markets Products for the diagnosis, 
treatment, and management of heart rhythm disorders (e.g. 
bradycardia and tachycardia) as well as heart failure. Our Products 
include implantable devices, leads and delivery systems that are 
designed to reduce surgical site infections or other 
complications, reduce patient ER visits and hospitalizations, and 
offer technologies to manage patients remotely using integrated 
health solutions. 
 

Cardiac Ablation Solutions (CAS): Our business develops, 
manufactures and markets Products for the treatment of atrial 
fibrillation (AF), using thermal (cold) arrythmia therapies which 
interrupt arrhythmia-causing irregular electrical pathways in the 
heart, This business has also begun evaluations on new, non-
thermal technology to treat AF. 
 

Cardiac Surgery: Our business develops, manufactures and 
markets Products for the treatment of ischemic heart, coronary 
artery, aortic valve and mitral valve diseases, Key technologies 
include surgical heart valves, annuloplasty systems for valve 

http://www.medtronic.com/
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repair, cardiac operating room solutions (e.g. blood 
management, cannulae), extracorporeal life support (e.g. 
oxygenators, catheters), and coronary artery bypass grafting 
(CABG). 

 

Structural Heart & Aortic Integrated: Our business develops, 
manufactures and markets therapies to treat aortic stenosis, 
congenital heart valve disease, aortic disease, aortic aneurysm, 
and aortic dissection.  Our Products include transcatheter 
aortic valve replacement (TAVR) systems, transcatheter valves, 
stent grafts, and endo-anchor systems.  Our TAVR products 
deliver industry-leading hemodynamics, maintain low delivery 
profile, and are indicated to treat a broad annulus range. 
 

Cardiovascular Diagnostics & Services:  Our business 
develops, manufactures, and markets therapies to treat stroke, 
syncope, suspected AF, AF management, and cardiac 
arrythmias.  Key technologies in our portfolio include insertable 
cardiac monitoring systems, remote monitoring services and 
patient-centered software, and app-based device 
management systems.  These technologies enable procedure 
simplicity and programmer portability for device activation, 
programming, and device checks. 
 

Coronary & Renal Denervation:  Our business develops, 
manufactures and markets Products to treat coronary artery 
disease (CAD) and hypertension. Our Products include drug-
eluting coronary stents (DES) and related delivery systems, a 
broad line of balloon angioplasty catheters, guide catheters, 
and renal denervation.  Our DES Product has expanded 
indications and new innovations to treat complex coronary 
lesions. 

Mechanical Circulatory Support:  Our business develops, 
manufactures and markets Products to treat advanced heart 
failure.  A key technology is our left ventricular assist device 
(LVAD) that helps increase the amount of blood circulating 
through the body.  Our business is working to indication 
expansion to include pediatric patients as well as develop 
remote patient monitoring with use of a controller for patients 
with a LVAD as a bridge to heart transplant or as a long-term 
therapy. 

Peripheral Vascular Health (PVH): Our business develops, 
manufactures and markets a comprehensive line of Products 
and therapies to treat end stage renal disease, peripheral and 
carotid artery disease, peripheral embolization, and superficial 
and deep venous disease. Key technologies include venous 
stents, detachable coils, atherectomy, drug-coated balloons, 
closure systems, and monitoring systems. 

 

Surgical Innovations: Our business develops, manufactures and 
markets Products that help move patients from open surgery to 
minimally invasive surgery (e.g. laparoscopic, robotic-assisted 
surgery) to allow for better outcomes and reduced cost.  Our 
business includes a few integrated operating units with focused 
Products on hernia & wound management, lung health & 
visualization, and surgical instruments. Key technologies include 
fluoroscopic navigation, hysteroscopic tissue removal, 
implantable textiles, operating room safety, surgical stapling, 
sutures, surgical energy instrumentation/hardware, hernia repair 
mesh, patient anatomy visualization during surgery, and patient 
management software.  

Surgical Robotics: Our business develops, manufactures and 

markets a portfolio of robotic and analytics solutions, with a goal to 
expand global access to robotics platforms and systems that 
reduce surgical variability and outcomes. Key technologies include 
robotic assisted surgery systems, data and analytics, surgical 
instrumentation and visualization. 

Patient Monitoring: Our business develops, manufactures, and 
markets Products and therapies to support minimally invasive 
treatments by reducing complications to accelerate patient 
recovery. We focus on improving outcomes associated with 
respiratory compromise, blood oxygen management, and 
perioperative complications. Key technologies include pulse 
oximetry, capnography, sensors, risk scoring, wearable 
performance, anesthesia depth, regional saturation, convective 
warming, and remote monitoring applications.   

Renal Care Solutions: Our business develops, manufactures, 
and markets focuses on developing Products and therapies to 
help patients with acute kidney injury as well as End Stage Renal 
Disease (ESRD), which is a chronic condition resulting in kidneys 
that are not functioning well enough to meet needs of daily life.  
Key technologies include chronic hemodialysis catheters, 
peritoneal dialysis catheters, balloon catheters, safety fistula 
cannulas, multitherapeutic machinery, cardio-renal pediatric 
dialysis, dialyzer, and other kidney advanced therapies. 

Gastrointestinal: Our business develops manufactures and 
markets Products used in the treatment of esophageal disease, 
colon cancer/chronic disease and hepatopancreaticobilary 
disease/cancer.  Key technologies include capsule endoscopy, RF 
ablation, reflux testing systems, delivery systems, endoscopic 
resection, endoscopic hemostasis, as well as biodegradable biliary 
and pancreatic stents. 

 

Cranial & Spinal Technologies: Our business develops, 
manufactures and markets a comprehensive line of medical 
devices and implants used in the treatment of the spine and 
musculoskeletal system. Our products and therapies treat a variety 
of conditions, including degenerative spinal conditions, spinal 
deformity, herniated/bulging discs, spinal trauma/tumors, tumor 
resections, general/pediatric ventricular catheter placement, depth 
electrode/lead/probe placement, and cranial biopsies. Additionally, 
we offer unique and highly differentiated navigation and power-
instrument technologies (e.g. robotic guidance, drill systems, 
surgical imaging). 
 
Respiratory Interventions: Our business develops, manufactures 
and markets a comprehensive line of medical devices and 
technologies that treat respiratory failure, with a focus to improve 
airway access, enhance adjunctive therapies, reduce invasive 
mechanical ventilation complications, and increase access to 
respiratory care.   Key technologies include mechanical ventilation, 
video laryngoscopy, endotracheal tubes, tracheostomy tubes, and 
breathing systems.  
 
Neurovascular: Our business develops, manufactures and markets 
a comprehensive line of medical devices and technologies that treat 
acute ischemic stroke (AIS), hemorrhagic stroke, and arteriovenous 
malformation (AVM). Key technologies include revascularization, 
flex embolization, aspiration catheter, shield and balloon guide 
catheter devices as well as a liquid embolic system. 

Neuromodulation: Our business develops, manufactures and 
markets a comprehensive line of medical devices and procedures 
that treat chronic pain, vertebral compression fractures, 
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Parkinson’s disease, brain tumors, epilepsy, pain from cancer 
and severe spasticity.  Our therapies include spinal cord 
stimulators (SCS) that disrupt pain signals to the brain, 
implantable drug pumps that deliver targeted doses of 
medication into the spinal area, neurostimulation, balloon 
kyphoplasty, and radiofrequency (RF) ablation to treat pain 
caused by metastatic lesions in a vertebral body. 

Pelvic Health & Gastric Therapies – Our business develops, 
manufactures and markets technologies and therapies to 
treat non-obstructive urinary retention, overactive bladder, 
fecal incontinence, chronic nausea and vomiting secondary 
to gastroparesis.  Key technologies include neurostimulators, 
leads, programmers, and digital symptom tracking. 

Ear/Nose/Throat (ENT) – Our ENT business develops, 
manufactures and markets technologies that can be used in 
the treatment of conditions of the ear, nose and throat., such 
as includes chronic rhinosinusitis (CRS), partial hearing loss, 
head and neck cancers, and skull base tumors.   Key 
technologies include nerve integrity monitoring, navigation 
systems, parathyroid detection, and powered instruments. 

 
Diabetes:  Our Diabetes business consists of various key 
technologies that develop, manufacture and market-advance 
integrated diabetes management solutions.  These 
technologies include: 
• Automated insulin delivery systems 
• Smart pen for multiple daily injections 
• continuous glucose monitoring (CGM) systems 
• infusion sets and accessories 
• customer care programs (e.g. Medtronic 360, Nurture 

for Life) 

1.6 SUPPLIER DIVERSITY 

A diverse base of high-quality Suppliers strengthens our ability to 
carry out our Mission to alleviate pain, restore health, and extend 
lives. A diverse supply chain, focused on the highest   standards 
of quality, helps us connect with our patients, physicians, and 
communities as we work to improve lives. 
Our United States Supplier Diversity program encompasses the 
following classifications: 
• Small Business (SB) 
• Small Disadvantaged Business (SDB) 
• Woman-Owned Small Business (WOSB) 
• Historically Underutilized Business Zone Small Business 

(HUBZone) 
• Veteran-Owned Small Business (VOSB) 
• Service-Disabled Veteran-Owned Small Business 

(SDVOSB) 
• Minority Business Enterprise (MBE) 
• Women Business Enterprise (WBE) 

A Supplier may review requirements for each diversity category 
and register in the Medtronic Supplier Registration Portal by 
visiting  www.medtronic.com/supplierdiversity.  

 

 
1 .7 ENVIRONMENTAL/ 

SOCIAL OBLIGATIONS 

At Medtronic, we expect that our Suppliers: 

 Are in full compliance with Medtronic Global Supplier Standards 

 Are assessing, monitoring and mitigating environmental, social 

and governance (ESG) risks in their operations as well as their 
supply chains 

 Are aware of how their businesses and Products impact the 
environment, employees and local communities  

 Commit to continuous environmental, safety and health 
improvement and work towards measuring and disclosing their 
CO2 / greenhouse gas emissions and setting science-based 
reduction targets 

 Know and comply with federal, state and local regulatory 
requirements 

 Notify us of any significant environmental or labor compliance 
violations 

 Comply with current global classifications of hazardous materials 

 Supply composition information or compliance declarations on 
Products, as requested 

 Be ISO 14001 certified or have a plan to become certified 

 Publicly report their sustainability / ESG efforts and publish annual 
sustainability reports, where possible 

More information is available at  http://www.medtronic.com/t 
https://www.medtronic.com/us-en/about/corporate-
governance/suppliers/supplier-standards-policies.html. 

1.7.1 Conflict Minerals 
Medtronic expects Supplier to comply with the U.S. Securities 
and Exchange Commission (SEC) rules for reporting and 
disclosure requirements related to Conflict Minerals as part of 
the Dodd-Frank Wall Street Reform and Consumer Protection 
Act of 2010 (“Dodd-Frank Act”). Medtronic supports the goals 
and objectives of Section 1502 of the Dodd-Frank Act that 
requires public companies to determine the sourcing of tin, 
tungsten, tantalum, and gold used in their Products and to     file 
an annual report disclosing any such use. As part of our 
commitment to responsible sourcing and human welfare, 
Medtronic and our Supplier are expected to adopt a Conflict 
Minerals Policy. 
 

1.7.2 WORLD CUSTOMS ORGANIZATION TRADE 
SECURITY PROGRAM  
To ensure the security of Medtronic’s global supply chain, 
Medtronic expects Suppliers who export items to 
Medtronic to: 
(i) obtain World Customs Organization (WCO) Authorized 
Economic Operator (AEO) Trade Security Program 
certification i.e.. Customs Trade Partnership Against 
Terrorism (C-TPAT) and provide evidence of such 
certification to Medtronic; or (ii) demonstrate to Medtronic 
that it meets the criteria for such certification and has policies 
and procedures in place that meet WCO AEO Trade Security 
Program requirements and enable Medtronic to audit/monitor 
compliance with WCO and AEO standards/trade security 
criteria; or (iii) ) engage a third-party logistics provider and 
freight forwarder that maintain membership in such trade 
security program and certify that they will only use these 
entities for exports to Medtronic sites. 
 

http://www.medtronic.com/supplierdiversity
http://www.medtronic.com/
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Medtronic expects Supplier to comply with the U.S. 
Securities and Exchange Commission (SEC) rules for 
reporting and disclosure requirements related to Conflict 
Minerals as part of the Dodd-Frank Wall Street Reform and 
Consumer Protection Act of 2010 (“Dodd-Frank Act”). 
Medtronic supports the goals and objectives of Section 
1502 of the Dodd-Frank Act that requires public companies 
to determine the sourcing of tin, tungsten, tantalum, and 
gold used in their Products and to     file an annual report 
disclosing any such use. As part of our commitment to 
responsible sourcing and human welfare, Medtronic and our 
Supplier are expected to adopt a Conflict Minerals Policy. 

 
1.8 CONTINUOUS IMPROVEMENT 

Medtronic strives for reliability and quality in all of our 
Products. Medtronic recognizes that this cannot be done 
without the support of a strong supply base. To that end, 
Medtronic strives to achieve a world-class supply chain 
utilizing Lean Sigma methodologies that address the waste 
and variability in processes and supply chain systems. Lean 
Sigma combines Six Sigma with Lean Manufacturing 
methodologies. 

Medtronic is dedicated to aligning its continuous 
improvement strategies with its supply base, namely through 
the following programs: Supplier Development, Supplier 
Owned Quality, and Supplier Lean Sigma Training. 

 
1.8.1 Supplier Development 
The Supplier Development program engages Suppliers to 
continuously improve process capability, reduce waste and 
variability, and other activities and projects. It utilizes tools 
such as Lean Six Sigma, Kaizen, Rapid Improvement Events, 
Value Stream Mapping, and training to perform gap 
analyses, reduce lead times and reduce defects. Medtronic 
trained engineers will partner with strategic Suppliers to 
drive process improvements throughout the value stream 
that they share. 
Both Medtronic and our Suppliers can benefit from Supplier 
Development in the following ways: 
 Improved quality and yield 
 Supplier Owned Quality (SOQ) 
 Improved production throughput 
 Improved customer responsiveness (on-time delivery; lead 

time reduction) 
 Cost reductions (inventory, overtime, labor and burden) 

 Growth with less capital investment 

 Opportunity to become a Medtronic Supplier Owned Quality 
participant 

To achieve these mutual benefits, Medtronic partners with 
Suppliers on specific projects to implement process 
improvements that have positive outcomes for current and 
future Products. 
 

1.8.2 Supplier Owned Quality 
Supplier Owned Quality (SOQ) is a program developed by 
Medtronic to support the Supplier owning the Product quality of 
Products they deliver. Its aim is to avoid duplication or repeat 
inspection efforts within Medtronic. While Medtronic continues 
to own overall quality of our Product, our Suppliers are expected 
to own Product quality in all the Product and Services (including 
their processes) that they provide. SOQ links the Supplier’s 
Product inspection data results to Medtronic, streamlining the 
acceptance process. 

Select Suppliers benefit from engaging in Medtronic’s SOQ 
initiative by challenging   themselves to meet increasing levels 
of supply maturity to ensure stable and predictable Products. 
The SOQ program has various maturity levels. Both the 
Supplier and Medtronic can monitor and act on performance 
trends to support improved Product outcomes. 

Suppliers benefit from SOQ by receiving early feedback 
regarding Medtronic’s Product acceptance thus mitigating 
the risk of Product returns and the need to hold excessive 
inventory to support long acceptance lead times. Achieving 
the highest maturity levels with Statistical Process Control 
(SPC) reduces manufacturing variability and lowers 
scrap costs. 

 
1.8.3 Supplier Lean Sigma Training 
Medtronic offers Lean Sigma training for selected Suppliers. 
Through this program, participants learn the methodology in 
a formal classroom setting and learn to apply the knowledge 
and techniques to projects in their own organization. 

Lean Sigma projects follow the Define, Measure, Analyze, 
Improve, and Control (DMAIC) roadmap, unifying Lean and 
Six Sigma toolsets to avoid non value-add activities and 
reduce process variation.  Lean Sigma training is another way 
by which Medtronic helps strategic Suppliers drive process 
improvements throughout the value stream that they share 
with us.  More information is available from the Medtronic 
Supply Chain Representative. 

 
Figure 1: Maturity Model of SOQ 

INSPECTION 
SOQ Level 1 

 
Supplier is able to 
manufacture to 
requirements with 
acceptable quality, 
measurement, and 
data collection 
systems.  (Medtronic 
inspection remains) 

VISIBILITY CONTROL CAPABLE 
SOQ Level 2 SOQ Level 3 SOQ Level 4 

Medtronic is 
accepting per 
supplier data and 
sufficient data has 
demonstrated ability 
to meet 
manufacturing 
specification limits. 

Supplier has 
systems for 
defining control 
limits and is working 
to achieve 
sufficient stability 
to utilize SPC. 

Supplier has systems 
for defining control 
limits and 
demonstrated an 
internal culture for 
stable and capable 
manufacturing 
responding to SPC 
signals. 

 

PREDICTABLE 
SOQ  Level 5 

 
Supplier 
demonstrates a 
continuous culture 
of manufacturing 
excellence by 
controlling inputs to 
ensure predictable 
outputs. 
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KEY ROLES AND 
RESPONSIBILITIES 2.0 

 

2.1 MEDTRONIC SOURCING 

Medtronic understands our business segments are different in 
nature and in some cases have unique roles and responsibilities 
to support the functional areas of business, quality, and 
engineering; however, the main points of contact with our 
suppliers will be: 

 
2.1.1 Global Commodity Management 
Medtronic’s Global commodity representative is responsible 
for ensuring streamlined communications, facilitating access 
across the multiple business entities and supporting the global 
strategy by driving cross business entity activities. 

 
2.1.2 Business Entity Commodity Management 
The Business Entity representative is the Supplier’s primary 
contact for operating platform, operating unit, region, and/or 
site activities. The Business Entity representative is 
responsible for the relationship with the Supplier, including, 
but not limited to, actions such as technology roadmap 
sharing, contractual relationship, quality, cost, delivery, and 
overall understanding of any Supplier related risk to 
Medtronic. 

2.2 SUPPLIER ORGANIZATION 

Medtronic expects our Supplies to identify a designated contact 
within their organization to communicate with Medtronic for 
each function below: 

 
2.2.1 Customer Representative 
The customer representative is the primary contact within 
the Supplier’s organization for any key communications with 
Medtronic, including any quality, delivery, or commercial issue 
resolution. 

 
2.2.2 Quality Management Representative 
The Quality Management Representative within the Supplier’s 
organization is responsible for the implementation and 
maintenance of the Supplier’s Quality Management System 
such as defined by ISO 9001 and/or the ISO 13485 series of 
standards. 
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OVERVIEW 
OF SUPPLIER 
EXPECTATIONS 

3.0 
 

Suppliers are responsible for ensuring that Products or Services 
meet established Medtronic Specifications and Quality 
Requirements. Audits, approvals or verification by Medtronic 
of the Supplier’s facility, quality system, process controls, 
acceptance activities, etc., does not absolve the Supplier of the 
responsibility to provide acceptable Products or Services, nor will 
it preclude the subsequent rejection of unacceptable   Product. 

 
3.1 QUALITY AGREEMENTS 

In addition to the expectations contained in this Manual, 
Medtronic will determine if a Quality Agreement is needed with 
our Suppliers. 

Quality Agreements outline the Supplier specific quality 
requirements and may be in the form of a stand-alone Quality 
Agreement or as part of the Purchase Order and / or material 
Specification. Once the need is determined, it is expected that 
the Supplier will work with Medtronic to put this agreement in 
place. 

 
3.2 NON-DISCLOSURE AGREEMENTS 

Suppliers may be asked to sign a non-disclosure agreement, 
depending on the level of technology or information disclosed 
during the course of business. It is our policy to utilize a Medtronic 
standard form that has been created for this purpose. 

Information provided to Suppliers involving various trade 
secrets, designs, materials and other proprietary information of 
a secret and confidential nature may include, but are not limited 
to records, data, schedules, forecasts, formulae, processes, 
procedures, Specifications, developments, designs, inventions, 
models, techniques, improvements or discoveries, patentable 
and otherwise. 

It is Medtronic’s policy that Suppliers shall not use, transmit 
or disclose confidential information to any third party except 
in accordance with the terms of the non-disclosure or any 
other written agreement. Supplier shall not make any public 
announcement about or advertise the existence of this 
Agreement, divulge its terms and conditions or any relationship 
with Medtronic other than with prior written agreement   of 
the other party. Suppliers shall agree not to display or use the 
Medtronic logo, trade secrets, trademark, or Product(s) in any 
manner without prior written permission from their Medtronic 
Supply Chain Representative. 
 
Medtronic values our relationships with our Suppliers and aims 
to protect them through the use of this formal agreement. 
 

3.3 ENVIRONMENTAL COMPLIANCE 

Products & Services supplied to Medtronic are expected 
to meet the requirements of country, federal, state and 

local environmental regulations. The list below includes some 
of the regulations; however, compliance is not limited to 
these. Additional information may be required such as 
certification to any of the following or chemical composition 
of Products to determine compliance to regulations and 
customer requirements. Any suspicions that Products 
supplied to Medtronic are not compliant, are expected to be 
communicated to the appropriate buyer or supply chain 
representative immediately. 

 California Proposition 65 -Safe Drinking Water and Toxic 
Enforcement Act of 1986 

 China RoHS 2, Administrative Measures for the Restriction of 
the Use of Hazardous Substances in Electrical and Electronic 
Products - Order 32 

 EU Battery Directive 2006/66/EC and amendments 

 EU IVDR - Regulation (EU) 2017/746 of the European Parliament 
and of the Council of 5 April 2017 on in vitro diagnostic medical 
devices and repealing Directive 98/79/EC and Commission 
Decision 2010/227/EU 

 EU MDR - Regulation (EU) 2017/745 of the European Parliament 
and of the Council of 5 April 2017 on medical devices, amending 
Directive 2001/83/EC, Regulation (EC) No 178/2002 and 
Regulation (EC) No 1223/2009 and repealing Council Directives 
90/385/EEC and 93/42/EEC 

 EU Packaging Directive 94/62/EC and amendments 

 EU Persistent Organic Pollutants (POPs) (EC) 2019/1021 

 EU REACH Regulation (EC 1907/2006) 

 EU RoHS 2 Directive 2011/65/EU and amendment (EU) 
2015/863 

 EU WEEE Directive 2012/19/EU 

 FDA 21 CFR 801.437 - Natural Rubber Latex 

 EU Waste Framework Directive 2008/98/EC and amendment 
on SCIP database (EU)2018/851. 

 Animal Derived Material (ADM) 

 
3.4 DECLARATION OF RAW 

MATERIALS USED 

Suppliers of Components and Finished Medical Devices are 
expected to have information about the composition (e.g. Trade 
or Chemical name, Color, Grade, etc.) on hand and make this 
available to Medtronic upon request. This detailed information, 
declaring the raw materials used to manufacture a Product is 
required to fulfill Regulatory Body requirements for approval for 
use. If Colorants are used, additional details (e.g. Color 
Description, Trade Name, etc.) for each ingredient or pigment 
used in the colorant formulation are expected to be known by the 
Supplier and made available as needed. 
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3.5 TRADE COMPLIANCE 

As Business becomes increasingly globalized, additional 
documentation and processes are required. Suppliers who ship 
Product across international borders to a Medtronic facility need 
to be aware of the following: 

 Medtronic requires suppliers to follow all applicable laws and 
regulations for exporting items to Medtronic facilities. This 
includes processes for the, classification of items for export 
(Export Control Classification Number (ECCN) or ECN), 
obtaining all required export authorizations, and ensuring the 
supplier is not engaging in transactions with restricted parties 
or sanctioned countries. 

 Medtronic requires that, unless exempted by law, every 
material sales packaging label, outer carton label, and finished 
device, where possible, must include an accurate country of 
origin for customs purposes in a conspicuous place as legibly 
and permanently as possible to indicate the English name of 
the country of origin, unless other language is required by local 
law. 

 A commercial invoice signed by the seller, shipper or 
associated agent is required for Customs entry and is 
expected to be prepared in accordance with the customs 
regulations and requirements of the country of import . Any 
inaccurate or misleading statement of fact in the 
commercial document may result in delays in release, 
detention of goods, increased chance of inspection by 
import officials or penalties against the importer. 

 In order to significantly reduce the introduction and spread 
of pests via the movement of goods across international 
borders to Medtronic facilities, wood packaging material is 
closely regulated. Medtronic Suppliers must comply with 
the International Plant Protection Convention’s (IPPC) 
International Standards for Phytosanitary Measures No. 15 
(ISPM 15) which requires wood packaging material to be 
either heat treated or fumigated with methyl bromide and 
stamped or branded with the IPPC mark of compliance.   

 
3.6 BUSINESS CONTINUITY 

Medtronic expects our Suppliers to complete a formal business 
Disaster Recovery Plan to ensure no interruption in supply to 
our patients is encountered. While contingency plans cannot    
be expected to cover all potential scenarios, we expect our 
Suppliers to maintain robust plans to facilitate rapid response 
and recovery in the event of disruptions. 

Medtronic expects its Suppliers to have a comprehensive crisis 
management approach to deal with potential disruptions. The 
approach is expected to include a plan of action, communication 
plans, escalation procedures, and roles and   responsibilities. 
This plan is expected to address the recovery time needed    
for a variety of business interruptions, contact information for 
key locations, supply chain assessment of risk for equipment, 
material, supplied Components and labor, etc. and be specific 
to Medtronic Products and/or Services provided. 

 
 

3.7 CHANGE MANAGEMENT 

Change control is an essential element of ensuring we maintain 

the quality of our Products. We recognize that continuous 
improvement efforts may require changes to manage cost, quality, 
delivery and technology. 

Through communication and collaboration, we can ensure that 
these changes do not have unintended effects on our Products and 
therapies, our operations and, more importantly, our customers 
and patients. Suppliers are responsible for notifying Medtronic of 
changes made to materials, Products or processes, including 
changes at their Suppliers. 

Suppliers are expected to notify Medtronic prior to implementing 
any change by submitting a request through Medtronic’s Supplier 
Change Request (SCR) system at link below: 
https://wwwp.medtronic.com/changerequest/public/landingPage. 

Note: Approval from Medtronic is required prior to implementing any 
changes. See section 7.2.3 for additional detail. 

 
3.8 SUB-TIER SUPPLIER CONTROL 

Suppliers are expected to manage sub-tier Suppliers with 
controls commensurate with risk.  Suppliers are responsible to 
ensure that Product(s) manufactured utilize only authentic, 
conforming and specified material as stipulated in the 
Specification. 

Medtronic’s expectation is that the Supplier has in place formal 
Purchasing and Supplier control processes to manage sub- tiers. 
These controls are expected to include: 

 Selection, evaluation and approval 

 Product qualification 

 Procurement 

 Product acceptance 

 Performance measurement and monitoring, including sub tier 
auditing programs 

 Nonconforming Product and CAPA processes 

 Change control 

Suppliers are responsible for ensuring and controlling the quality 
of all Components and raw materials that are purchased to 
manufacture Product for Medtronic. 

Where Medtronic requires a Supplier to engage with a specified 
sub-tier Supplier, relationship management will be established 
between Medtronic and the Supplier.  Note: Prior to 
implementing sub-tier Supplier changes, Suppliers are expected 
to seek Medtronic approval (see section 
7.2.3 for additional details). 
 
3.9 MEASUREMENT SYSTEM ANALYSIS 

(MSA) 

Medtronic expects Suppliers to develop and maintain capable, 
accurate and stable measurement methods and systems. 
Measurement System Analysis (MSA) is recommended in 
determining whether measurement or test equipment has 
sufficient accuracy, precision, or resolution to adequately   provide 
information about process performance, or the effects of inherent 
or applied variation of the process under development. One 
recommended tool is Gage Repeatability and Reproducibility 
(Gage R&R or GR&R). 

https://wwwp.medtronic.com/changerequest/public/landingPage
https://wwwp.medtronic.com/changerequest/public/landingPage
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3.10 PROCESS CAPABILITY 

Medtronic expects Suppliers to develop and maintain highly 
capable processes to produce quality Products and Services.  
Indicated features will be defined in Medtronic Specifications 
when applicable.  For more information on process capability 
expectations from Suppliers, refer to work instruction 
D00570766, Global Supplier Production Part Approval Process 
(PPAP) Deliverables (available to suppliers). 

 
3.11 CONTROL PLANS 

Each Medtronic business entity or region uses risk assessment to 
identify the need for Control Plans for purchased Products. 
A Control Plan is a documented description of the systems   
for controlling part and process quality by addressing indicated 
features and engineering requirements. Each   Control 
Plan describes the actions that are required at each phase of the 
process including receiving, in-process, outgoing, and periodic 
requirements. Control Plan methodology is expected to be fully 
integrated into the Supplier’s QMS. A Supplier’s Control Plan 
template may be used in lieu of Medtronic Control Plan template 
(019-F025, Supplier Control Plan) as long as the content reflects 
the requirements as defined by Medtronic to ensure ongoing 
process control. 

3.12 COST OF POOR QUALITY (COPQ) 

Medtronic shall notify Suppliers of Nonconforming Product. 
Medtronic expects Suppliers to replace nonconforming 
materials free of charge. Suppliers are expected to cover 
expenses (including freight and customs clearance, if any) 
incurred by Medtronic in connection with (a) shipment of 
replacement Product to the same location and (b) shipment of 
the Nonconforming Product back to Supplier (if so requested by 
Supplier). In the event of a rejection of Nonconforming Product, 
Suppliers are expected to ship replacement Product as soon as 
practical. 
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QUALITY 
MANAGEMENT 
SYSTEM 

4.0 
 

The Supplier’s management is expected to establish, document, 
and implement an effective Quality Management System (QMS). 

 
 

4.1 EXPECTATIONS 

Suppliers that provide Finished Medical Devices are expected to 
have a QMS in place that complies with the requirements of 
ISO9001, ISO13485, FDA 21 CFR Part 820 and/or other 
comparable standards or regulations. Suppliers that provide 
Finished Medical Devices are also expected to complete FDA 
establishment registration and device listing requirements per 
FDA 21 CFR Part 807 as applicable. All other Suppliers are 
expected to have a QMS in place that is aligned with or similar to 
ISO9001, ISO13485, FDA 21 CFR Part 820 or other comparable 
standard or regulation 

For existing Suppliers that are not certified to ISO13485, it is 
preferred that those Suppliers have a plan in place to become 
certified and can demonstrate progress toward that plan. 
Any changes to the certifications or registrations status are 
expected to be communicated to Medtronic in a timely manner. 

The Supplier is expected to notify Medtronic of a Regulatory 
inspection. The Supplier is expected to also provide timely 
notification to Medtronic if it receives a 483, warning letter or 
finding from a Regulatory Agency. 

New Quality System certification is expected to be provided 
where there are mergers, acquisitions, or affiliations associated 
with Suppliers. Suppliers are expected to forward evidence of 
their Quality System certification to Medtronic upon request. 

 
 

4.2 DOCUMENTATION 

4.2.1 General 
The Quality Management System documentation is expected 
to include, at a minimum: 

 Documented statements of a quality policy and quality 
objectives 

 Documented procedures as required by the Quality 
Management System 

 Documents needed by the organization to ensure the 
effective planning, operation and control of its processes 

 Records required by the Quality Management System 

 
4.2.2 Control of Documents 
Suppliers are expected to establish, maintain, and document 
procedures to control all Quality Management System 
documentation and all data generated under the Quality 
Management System. Suppliers are expected to have a 
documented procedure for the control and distribution of 
drawings, documents and/or standards. Obsolete documents 
are expected to be destroyed or appropriately identified as 
such for limited distribution. 

 
4.2.3 Control of Records 
Records are expected to be stored in an environment that will 
prevent deterioration, damage, or loss, and are expected to   
be readily accessible to Medtronic upon request. Suppliers will 
make available any and all quality Records, in a timely manner, 
upon request by Medtronic or any regulatory body such as the 
FDA. Electronic record approvals and storage are expected to 
comply with 21 CFR Part 11 requirements. All quality Records 
are expected to be retained for a period of time equivalent to 
the design and expected life of the device. 

 

 
4.3 COMPLAINTS AND ADVERSE EVENTS 

REPORTING 

Medtronic has the sole authority to correspond with all applicable 
regulatory authorities with respect to complaints about the 
Product(s). Medtronic is responsible for complying with all 
regulatory requirements pertaining to the reporting of adverse 
events. 

Specific requirements are defined in Quality Agreements, but 
in general Suppliers are expected to cooperate in dealing with 
customer and third party complaints and adverse events 
concerning the Product(s) and are expected to take action to 
promptly resolve such complaints and adverse events. Suppliers 
are expected to: 

 Give prompt notice to Medtronic by email or by telephone as 
soon as becoming aware of a Product complaint or adverse 
event and provide written follow-up to Medtronic. 

 Maintain a written Record of all customer and third-party 
complaints and adverse events that relate to the Product(s), 
whether received orally or in writing; 

 Establish a tracking and traceability system for all Product(s) 
so as to permit successful tracking in the event of a Recall. 

 Maintain complaint and adverse event Records and files in 
accordance with Quality System requirements. 
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4.4 FIELD CORRECTIVE ACTIONS 

If either party, in good faith, determines that a field corrective 
action or other action (e.g. Product Hold Order) involving a 
Product(s) should be considered, it will immediately notify the 
other party. Medtronic will have the sole authority to determine 
whether any action such as a field corrective action or other 
action shall be undertaken where it owns the design and 
regulatory approval. Suppliers are expected to cooperate with 
Medtronic to implement the action once the determination is 
made. 

 
 
 
 
 
 
 
 
 
 
 

MANAGEMENT 
RESPONSIBILITIES 

 

 

5.0 
 
 
 

Supplier’s senior management is expected to ensure an effective 
and continuously improving Quality System and maintain an 
organizational structure which ensures the Product is designed, 
developed and manufactured to Medtronic requirements. 

Senior management is expected to ensure that appropriate 
communication is established with Medtronic regarding the 
effectiveness of and any changes in the Supplier’s Quality 
Management System. 

 
 

5.1 MANAGEMENT COMMITMENT 

The Supplier’s senior management is expected to demonstrate a 
commitment to continuous improvement. Senior management   
is expected to provide documented evidence of its commitment 
to the development and improvement of the Quality 
Management System by: 

 Communicating to the organization the importance of 
meeting customer as well as regulatory expectations and 
requirements 

 Establishing the quality policy and objectives 

 Conducting regularly scheduled management reviews on the 
effectiveness of the quality system and taking appropriate 
action when indicators are unfavorable 

 Ensuring the availability of necessary resources 

5.2 CUSTOMER FOCUS 

The Supplier’s senior management is expected to ensure that 
customer needs and expectations are identified, converted into 
requirements, and fulfilled with the aim of achieving customer 
satisfaction. Medtronic expects that Suppliers conform to 
design and performance Specifications. Suppliers are expected 
to meet requirements for reliability, delivery, cost management, 
and technical support. 

 
 

5.3 QUALITY POLICY 

The Supplier’s Senior management is expected to endorse a 
written quality policy that: 

 Is appropriate to the purpose of the organization 

 Includes a commitment to meeting customer requirements 
and to continuous improvement 

 Provides a framework for establishing and reviewing quality 
objectives 

 Is communicated and understood at all levels in the 
organization 

 Is reviewed for continued appropriateness 
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5.4 QUALITY PLANNING 

The Supplier’s senior management is expected to ensure 
that goals and objectives are established for the   appropriate 
functions and levels. The goals and objectives are expected to be 
measurable and consistent with the Supplier’s quality   policy. 

 

 
5.5 RESPONSIBILITY, AUTHORITY AND 

COMMUNICATION 

5.5.1 Responsibility and Authority 
A Quality Management System is expected to be 
implemented in order to provide confidence that the 
organization can satisfy the needs of its customers. The 
system is expected to be consistent with the Supplier’s 
size, culture, and Products. Suppliers are expected to show 
evidence of a quality policy emphasizing continuous quality 
improvement driven by senior management.  Management 
is expected to define specific quality indicators and goals, as 
well as have a system in place to track and monitor trends. 
Improvement activities are expected to be based around 
these trends. 

5.5.2 Management Representative 
The Supplier’s senior management is expected to appoint 
member(s) of management who have responsibility 
and authority for the planning, execution, control, and 
improvement of quality-related activities. 

 
5.5.3 Internal Communication 
The organization is expected to ensure that communication 
takes place at all levels and to all functions regarding 
compliance to the Quality Management System and its 
effectiveness. 

 
 

5.6 MANAGEMENT REVIEW 

The Supplier’s management is expected to evaluate the 
degree of compliance and effectiveness of the Quality 
Management System. Management Reviews will be held at set 
intervals with a pre-determined agenda that includes review    
of performance metrics and corrective action(s). A formal 
corrective action process is expected to address deficiencies 
within the Quality Management System. Action items are 
expected to be assigned and recorded in the minutes with 
follow-up in adjacent Management Reviews. 

 
 

 
RESOURCE 
MANAGEMENT 6.0 

 
 
 
 

Suppliers are expected to provide the resources necessary to 
implement and maintain an effective Quality Management 
System and to continually improve its effectiveness. Employees 
of the Supplier are expected to be qualified for the job they 
perform through education, training, and/or work experience, 
and be knowledgeable of appropriate quality tools, defect 
awareness, and processes that affect the quality of Products 
and Services provided to Medtronic. Suppliers are expected to 
maintain evidence of required and completed training. Suppliers 
are expected to maintain an appropriate work environment to 
prevent adverse effects on Product quality. 
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PRODUCT 
REALIZATION 7.0 

 
 

 
7.1 PLANNING OF PRODUCT 

REALIZATION 

Suppliers are expected to evaluate and meet requirements for 
the Product or Service provided including: 

 Quality Requirements specified by Medtronic. 

 Statutory and regulatory requirements related to the Product. 

 Supplier’s own Specifications and Quality Manual 
requirements. 

Before committing to supply Product to Medtronic, the Supplier 
is expected to hold a Contract Review of the requirements 
related to the Product or Service, stated above, to ensure that 
Product or Service requirements are defined, order 
requirements are understood, and the Supplier has the ability to 
meet the defined requirements. 

 
 

7.2 CUSTOMER EXPECTATIONS 

7.2.1 Design for Reliability and Manufacturability 
(DRM) 

DRM is a Medtronic program for achieving Product excellence 
through application of Lean Sigma practices, methods 
and tools to improve Product performance, reliability, 
manufacturability and costs. It is essential that we work 
together to understand requirements, apply design for 
manufacturability principles, and develop robust processes 
where capabilities are understood and effectively controlled. 
DRM elements include: 

 Strategic Technology 
Planning  

 Voice of the Customer (VOC)  

 Concept Engineering 
 Requirements Flow Down 

 Robust Design 

 Use Conditions 

 Design for Manufacturing & Assembly  (DFMA) 

 Design for Reliability (DFR) 

 Capability 

 Control 

 
7.2.2 Communication to Medtronic 
Suppliers are expected to identify and implement a 
communication plan with Medtronic regarding Product 
information, contracts, order handling, and customer 
feedback and complaints. Suppliers are expected to provide 
prompt notification to Medtronic of any Supplier Product 
recalls. 

Suppliers are expected to provide Medtronic the documents, 
paper or electronically, required to determine acceptance of 
Product during inspection, e.g. Certificate of Conformance, 
Certificate of Compliance, etc. 

 
7.2.3 Supplier’s Obligations for Timely and 

Proper Notification of Change 

7.2.3.1 Changes by Medtronic 
The Specifications may be revised by Medtronic. 
Such revisions may require additional qualification. 
Medtronic will notify Supplier of all relevant 
Specification revisions. The Supplier is expected to 
implement all revisions by agreed upon dates. 

 
7.2.3.2 Changes by Supplier 
Upon approval by Medtronic of the initial design, any 
change(s) or deviation(s) considered by the Supplier 
are expected to be submitted via Medtronic’s Supplier 
Change Request System for review and approval 
prior to implementation. The information submitted 
is expected to include a complete description of the 
change and, working jointly with Medtronic, Supplier 
shall determine the effect the change will have on 
all characteristics of the Product. Upon request, 
the Supplier is expected to submit samples of the 
proposed Product for evaluation and approval by 
Medtronic. 

Suppliers are expected to have a process to identify 
and manage changes from their Suppliers in a timely 
manner. It is in both the Supplier’s and Medtronic’s 
interest to review any potential changes as early in the 
process as possible. 
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7.2.3.3 Change/Approval 
Medtronic personnel shall review and approve 
changes that may affect the Product(s), including, 
without limitation: 

 Altering environment specs or conditions in areas 
used for Manufacturing, storage, or test (i.e. 
microbial/endotoxin/particulate monitor) 

 New or alternate Sub-Tier Suppliers 

 Change at a Sub-Tier Supplier 

 Change from manual to automated process 

 Control Plan changes or outgoing inspection plan 
changes 

 Changes to, or deviations from, Validated 
sterilization parameters 

 Equipment Qualification or Validation changes 

 New equipment introduction 

 Process deviation 

 Process changes 

 Product design changes 

 Product test changes 

 Product labeling or packaging changes 

 Product part number changes 

 Supplier Manufacturing site transfers 

 Supplier name or address changes 

 Materials and/or Component changes, including 
material composition changes 

 Specification changes (e.g. process, Product, test) 

 Any changes to use of materials of animal origin 

 Products reviewed by Supplier MRB for “Use As Is” 
disposition 

 
 

7.3 DESIGN AND DEVELOPMENT 

When responsible for Product Design, the Supplier is expected to 
establish and maintain design controls in accordance with 21 CFR 
Part 820 & ISO13485. Design Control elements include: 

 Design and Development Planning 

 Design Inputs 

 Design Outputs 

 Design Review 

 Design Verification 

 Design Validation 

 Design Transfer 

 Design Changes 

 Control of Design and Development Changes 

 Design History File (Applicable to OEM Suppliers   Only) 

7.4 PURCHASING 

Suppliers are expected to establish and maintain controls on 
the purchase of Product or Services used in the manufacture of 
Product to ensure conformance to specified requirements. 
Purchasing Controls include evaluation and selection of Suppliers 
to pre-determined criteria, verification of purchased Products or 
Services, monitoring of Supplier performance (including CAPA) 
change control and documentation requirements. 

Medtronic may choose to evaluate the Supplier’s sources to 
ensure the purchased Product or Service meets specified 
purchase agreements. In the event that, with Medtronic’s 
knowledge and approval, Supplier subcontracts a portion of the 
manufacture and/or inspection of Products to sub-tier Suppliers, 
the expectations described in this manual are expected to be 
passed on to those Suppliers. Suppliers are expected to remain 
responsible for all acts or omissions of their sub-tier Suppliers. 

 
 

7.5 IDENTIFICATION AND TRACEABILITY 

7.5.1 Identification and Traceability 
Suppliers are expected to establish and maintain a process for 
identifying and tracking Product during all stages of receipt, 
internal processing, test, storage, distribution, and shipment. 
Traceability to the lot / batch level is expected for but not 
limited to the following: 

 Materials 

 Process information 

 Shipments 

 
7.5.2 Handling, Storage, Distribution, 

and Installation 
Suppliers are expected to have systems in place to 
ensure that damage, deterioration, contamination 
or other adverse effects do not occur during the 
handling, storage and distribution of Product(s). 

When a Product requires installation, Suppliers are 
expected to have adequate installation, inspection 
and testing instructions. 
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CONTROL OF 
MONITORING AND 
MEASURING DEVICES 

8.0 
 
 

A Supplier is expected to establish and maintain documented 
procedures for the calibration, control, and maintenance of 
measuring, inspection, and test equipment used to ensure that 
Products and processes conform to applicable requirements.   
A Supplier is expected to calibrate these devices at consistent 

 
 
 
 

MEASUREMENT, 
ANALYSIS, AND 
IMPROVEMENT 

 
periodic intervals against applicable standards traceable to 
recognized national and/or international standards. If a Supplier 
finds that a gauge is not calibrated correctly or a gauge with 
expired calibration was used to verify parts for Medtronic, the 
Supplier is expected to notify Medtronic. 

 
 
 

9.0 
 

9.1 GENERAL 

Suppliers are expected to use measurement, analysis, and 
improvement of performance metrics for Products delivered to 
Medtronic. These performance metrics determine the current 
level of performance, drive continuous improvement activities, 
and monitor performance levels. Statistical tools are expected    
to be applied to measure the performance metrics for processes 
and Products and also supply chain performance.  Suppliers are 
expected to define, plan, and implement measurements where 
processes affect the quality of Products or Services that 
Medtronic receives. 

 

 
9.2 PRODUCTION AND PROCESS 

CONTROL 

Suppliers will have systems in place to define and maintain    
the manufacturing process and associated controls so that    
all Product conforms to their Specifications, including, but not 
limited to: 

 Approved and documented production processes, 
instructions, and methods that define and control the manner 
of production. 

 Monitoring and control of process parameters and Product 
characteristics during production. 

 
 Compliance with specified reference standards or codes. 

 Approval of processes and process equipment. 

 Criteria for workmanship 

Suppliers are expected to validate processes used for the 
manufacture of any Product that cannot be fully verified by 
subsequent inspection and test (e.g. Sterilization), at a minimum 
(examples of Regulatory requirements can be found 
in FDA 21 CFR Part 820 Section 820.75 / ISO 13485. Guidance to 
performance process validation can be found in the publication 
‘GHTF/ SG3/N99-10, Quality Management System – Process 
Validation Guidance’. Medtronic would expect to review and 
approve validation plans and reports. 

Suppliers are expected to identify, document and control key 
manufacturing process steps that affect Product performance. 

 
 

9.3 AUDITS & INSPECTIONS 

Medtronic may choose to audit the Supplier or sub-tier Supplier’s 
manufacturing and Quality Systems. To ensure compliance to 
Quality Requirements, Medtronic is expected to have access to 
observe and inspect Supplier’s: 

 Facility 

 Quality System 

 Processes 



 

  019-G034 Rev C                         Supplier Quality Excellence Manual                                    MEDTRONIC CONFIDENTIAL                             Page 20 of 26 

Suppliers are expected to provide a written response for all 
Medtronic audit findings in a timely manner. Suppliers are 
expected to provide access to Regulatory Authorities for 
inspections or audit. Suppliers are expected to conduct internal 
audits to ensure compliance with its Quality System. 

 
9.3.1 Unannounced Audits (UAA) 

Notified Bodies, which ensure the safety of medical devices 
sold in the European Union (EU) Member States, conduct 
unannounced audits of medical device manufacturers. 
Unannounced audits by a Notified Body (NB) may also be 
performed at Medtronic’s critical Contract Manufacturers or 
crucial Suppliers involved with producing Medtronic Products 
sold in the EU. 

 
 

9.4 MONITORING AND MEASUREMENT 

9.4.1 Incoming Acceptance 
Suppliers are expected to have procedures for acceptance of 
incoming Product, including inspection, testing, and verification 
as conforming to Medtronic Specifications. Suppliers are 
expected to document acceptance or rejection of incoming 
Product. 

 
9.4.2 In-Process Acceptance 

Suppliers are expected to have in-process acceptance 
procedures to ensure that in-process Product is controlled until 
the required inspection and tests or other verification activities 
have been completed, or necessary approvals are received. 

 
9.4.3 Final Acceptance 

Suppliers are expected to have procedures for final Product 
acceptance to ensure that each production unit, lot, or batch of 
finished Product meets Medtronic’s acceptance criteria. Finished 
Product shall be adequately controlled until released. 

 

 
9.5 CONTROL OF NONCONFORMING 

PRODUCT 

Suppliers are expected to establish and maintain procedures   
to control Product that does not conform to Medtronic 
Specifications. The procedures shall address the identification, 
documentation, evaluation, segregation, and disposition   of 
Nonconforming Product, including the need for an investigation, 
which shall be documented. 

 
9.5.1 Production Defects 
Production defects that exceed established process control/ 
action limits are expected to be investigated within Supplier’s 
CAPA system. Production defects are expected to be 
recorded and analyzed for trends in order to identify need for 
further CAPA. 

9.5.2 Escapes 
Suppliers are expected to have control systems in place to 
prevent Nonconforming Product from being integrated with 
conforming Product. In the event these systems fail, Suppliers 
are expected to immediately notify Medtronic by telephone 
and email of escapes of Nonconforming Product, to allow 
Medtronic to investigate and take containment action. 
Suppliers are expected to fully cooperate in any investigation 
of containment action. 

 
9.5.3 Disposition of Nonconforming Product 
Suppliers are expected to have procedures covering 
disposition of Nonconforming Product, including review and 
documentation of decisions. Procedures for rework, retest 
and re-evaluation of Nonconforming Product are expected to 
be agreed with Medtronic. 

Suppliers are expected to document rework activities in the 
Device History Record (DHR) or equivalent and submit rework 
report to Medtronic, upon request. 

 

 
9.6 CORRECTIVE AND PREVENTIVE 

ACTION (CAPA) SYSTEM 

Suppliers are expected to establish and maintain a CAPA system. 
The CAPA system is expected to include, at a minimum, the 
following requirements: 

 Analysis of sources of quality data (e.g., Manufacturing 
processes, production defects, Product disposition records, 
quality audit records and reports, complaints, escapes, 
adverse events, environmental monitoring, Supplier 
Corrective Action Preventive Action (SCAPA), returned 
Product or similar Product) using statistical methods and 
trending where applicable, to identify existing and potential 
causes of Nonconforming Product or other quality problems. 

 Investigations to identify the root causes of 
nonconformances. 

 Identification of the actions needed to correct 
nonconformances and to prevent their recurrence. 

 Verification or validation of corrective and preventive actions 
to assure their effectiveness and to confirm that Product is 
not adversely affected by the action(s) taken. 

 Dissemination of information concerning quality problems or 
Nonconforming Product to personnel responsible for assuring 
Product quality. 

 Management review of identified quality problems and 
associated CAPA activities. 

 Documentation of CAPA activities and results. 

Note: Acceptance of a Medtronic Purchase Order (PO) 
constitutes acknowledgement that the Supplier has read and 
understands the expectations of this Manual 
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APPENDIX A: 
ACRONYMS 

 

AB Approved Body 

AEO Authorized Economic Operator 

CAPA Corrective and Preventive Action 
CFR Code of Federal Regulations 
COPQ Cost of Poor Quality 
DHF Design History File 
DHR Device History Record 
DRM Design for Reliability and Manufacturability 
ECN Export Control Number 

EU European Union 
FDA Food and Drug Administration 
FMEA Failure Mode and Effect Analysis (dFMEA & pFMEA) 
IPPC International Plant Protection Convention 

ISO International Standard Organization 
MDR Medical Device(s) Regulation 

MSA Measurement System Analysis 
NB Notified Body 
OEM Original Equipment Manufacturer 
PHO Product Hold Order 
PO Purchase Order 
QMS Quality Management System 
SCAPA Supplier Corrective and Preventive Action 
SPC Statistical Process Control 
SOQ Supplier Owned Quality 
UAA Unannounced Audit 
UK United Kingdom 

WCO World Customs Organization 
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APPENDIX B: TERMS 
AND DEFINITIONS 

Approved Body: An organization that has been designated by 
the UK Competent Authority, Medicines and Healthcare 
products Regulatory Agency (MHRA) to assess whether 
manufacturers and their medical devices meet the requirements 
for a Product to be placed on the market in the UK. 

Business Continuity Management: A holistic management 
process that identifies potential impacts that threaten an 
organization and provides a framework for building resilience 
with the capability for an effective response that safeguards the 
interests of its key stakeholders, reputation, brand and value 
creating activities 

Certificate of Conformance (COC): A document attesting 
that a particular Product is manufactured or serviced in 
accordance with applicable Quality Management System 
requirements, Specifications or the Quality Agreement. This 
may also be referred to as a Certification of Compliance. 

Commercial Invoices: The document prepared by the seller 
which contains the description, value and country of origin of the 
merchandise being imported into the U.S. It also contains the 
terms of sale (FOB, CIF, C & F and CFR), the Harmonized Tariff 
Schedule (HTS) Code and the FDA Product code if applicable. 

Component: Any raw material, substance, piece, part, software, 
firmware, labeling or assembly which is intended to be included 
as part of the finished, packaged, and labeled device. 

Conflict minerals:  Minerals mined in conditions of armed conflict 
and human rights abuses, and which are sold or traded by armed 
groups. 

Contract Manufacturer: A company that manufactures a 
Finished Medical Device, finished drug, biologic or combination 
product according to Medtronic Specifications. Medtronic owns 
the design, maintains control/approval of the Specifications and 
from a regulatory perspective Medtronic is considered the legal 
Manufacturer.  

Control Plan: A document that identifies key Manufacturing 
process steps, critical inputs to and critical variables of such 
steps, and that defines process monitoring control strategies 
and tools. 

Corrective and Preventive Action (CAPA): Describes a process 
that includes actions needed to correct (correction), avoid 
recurrence (corrective action), and eliminate the cause of 
potential Nonconforming Product and other quality problems 
(preventive action).  

Country of Origin (COO):  The country in which a Product is wholly 
grown, produced or manufactured exclusively in that country (this is 
often referred to as “wholly obtained”). Where a Product consists in 
whole or in part of materials from another country, the Country of 
Origin is the last country in which the Product has been 
substantially transformed into a new and different article of 
commerce with a name, character and use distinct from that of the 
article or articles from which it was so transformed. Country of 
origin for Customs purposes is not always the same as the 
manufacturing site for regulatory purposes. 
 

Cp: A capability index for a stable process that compares the 
process capability to the maximum allowable variation as 
indicated by the tolerance. 

Cpk: A capability index for a stable process that takes process 
location as well as capability into account. 

Critical Component: A component of a finished device, which 
if fails could result in a hazard to a patient and/or user and/or is 
identified in the Product development process as being part of 
a critical feature or function of the device. 

Critical Feature: The process specified by Medtronic for 
identifying features requiring control. 

Customer: Medtronic or the customers of Medtronic. 

C-TPAT: The U.S. Customs-Trade Partnership Against Terrorism 
(C-TPAT) seeks to safeguard the world’s vibrant trade industry 
from terrorists, maintaining the economic health of the U.S. and 
its neighbors. The partnership develops and adopts measures 
that add security but do not have a chilling effect on trade. 

Design and Development: Activities conducted pursuant to 
applicable Quality Management System requirements, including 
FDA’s Quality System Requirements, ISO 13485, or both, to 
design and develop the Product for manufacture. 

Design History File (DHF): A compilation of records which 
describes the design history of a finished device. 

Design Input: The physical and performance requirements of a 
device that are used as a basis for device design. 

Design Output: The results of a design effort at each design 
phase and at the end of the total design effort. The finished 
design output is the basis for the Device Master Record (DMR). 
The total finished Design Output consists of the device, its 
packaging and labeling, and the DMR. 

Design Review: A documented, comprehensive, systematic 
examination of a design to evaluate the adequacy of the design 
requirements, to evaluate the capability of the design to meet 
these requirements, and to identify problems. 
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Design Validation: Establishing by objective evidence that the 
device specifications conform with user needs and intended 
use(s). 

Design Verification: Confirmation by examination and provision 
of objective evidence that specified design requirements have 
been fulfilled. 

Device History Record (DHR): A compilation of records 
containing the production history of a finished device. 

Device Master Record (DMR): A compilation of records 
containing the procedures and specifications for a finished device. 

Disaster Recovery Plan: A documented process or set of 
procedures to protect and recover a business in the event of a 
disaster. 

Export Control Number (ECN): Specifically identifies items that 
are subject to export control regulations. 

Export Control Classification Number (ECCN): ECCNs are five-
character alpha-numeric designations used on the U.S. Export 
Administration Regulation’s Commerce Control List (CCL) to 
identify items for export control purposes.  An ECCN categorizes 
items based on the nature of the product, i.e. type of commodity, 
software, or technology and its respective technical parameters. 
Items not listed on the CCL or designated under another 
government export list are designated EAR99. 

Field Corrective Action: Any recall, market withdrawal, stock 
recovery, safety alert, correction, removal, or field action. 

Finished Medical Device: Any device or accessory to any device 
that is suitable for use or capable of functioning, whether or not it 
is packaged, labeled, or sterilized. 

Gage Repeatability and Reproducibility (GR&R or GRR): 
Statistical measure to analyze how much variation exists in a 
gauge, measurement or test equipment. 

Lot or Batch: One or more Components or Products that 
consist of a single type, model, class, size, composition, or 
software version that are manufactured under essentially the 
same conditions and that are intended to have uniform 
characteristics and quality within specified   limits. 

Manual: This quality excellence manual and its appendices. 

Manufacturing Material: Any material or substance used in or 
used to facilitate the manufacturing process, a concomitant 
constituent, or a by-product constituent produced during the 
manufacturing process, which is present in or on the finished 
device as a residue or impurity not by design or intent of the 
manufacturer. 

Medtronic Contract/Agreement: Medtronic documents 
including purchase orders, purchasing terms and conditions, 
engineering drawings, Specification requirements, and contracts 
(quality, supply, development, etc.). 

Nonconforming Product: Any Product that does not meet 
specified requirements, such as: 

 Built to an incorrect configuration 

 Built with non-validated process parameters or material 
processes outside of approved parameters 

 Built with unapproved Components, counterfeit Components, or 
Components not meeting Specification 

Notified Body (NB): A public or private organization accredited in a 
member state of the European Union to carry out conformity 
assessment to determine if a Product to be placed on the market 
meets certain preordained standards. 

OEM: An external legal manufacturer of a Finished Medical 
Device, drug, biologic or combination product which owns the 
design, manufacture, and regulatory responsibility.  

Pp: A performance index that compares the process 
performance to the maximum allowable variation as indicated by 
the tolerance. 

Ppk: A performance index that takes process location as well as 
the performance into account. 

Product: Components, manufacturing materials, in- process 
devices, returned devices and Finished Medical Device, drug, 
biologic and combination product. 

Product Hold Order (PHO): The activity that prevents known 
and potential Nonconforming Product within direct and/or 
indirect Medtronic control from forward movement. 

Qualification: Activity and analysis performed to demonstrate 
adherence to predetermined criteria. Qualification for a Product 
means testing and/or inspection conducted according to an 
approved and controlled protocol to ensure the Product meets 
Specifications. 

Quality System or Quality Management System: The 
regulatory requirements for the methods used in, and the 
facilities and controls used for, the design, manufacture, packing, 
labeling, storage, installation, and servicing.  

Records: Written or electronic accounts, notes, data, record 
of, and information and results obtained from performance of 
Services.  

Restricted Parties:  (a) Any entity or individual listed on (i) any of 
the restricted party lists maintained by the U.S. Government, 
including the Specially Designated Nationals List and Foreign 
Sanctions Evaders List administered by the U.S. Department of 
Treasury’s Office of Foreign Assets Controls (“OFAC”), the 
Denied Parties List, Unverified List or Entity List maintained by 
the U.S. Department of Commerce Bureau of Industry and 
Security, and the List of Statutorily Debarred Parties maintained 
by the U.S. State Department’s Directorate of Defense Trade 
Controls, (ii) the consolidated list of asset freeze targets 
designated by the United Nations, European Union, and United 
Kingdom, and any other applicable jurisdictions, or (iii) any other 
restricted party lists maintained by any governmental or non-
governmental entity or agency; or (b) any entity fifty percent 
(50%) or more owned (either individually or in the aggregate, 
directly or indirectly) by any entity or individual described in clause 
(a). 
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Specification: Any requirement with which a Product, process, 
Service, or other activity must conform. 

Statistical Process Control (SPC): Application of statistical 
methods such as control charts to analyze a process and 
determine appropriate actions to take to achieve and improve 
statistical capability. 

Supplier: A provider of Products or Services to Medtronic. 

Supplier Owned Quality: Term used to describe   the various 
levels of maturity of our Suppliers Quality Management system 
to conduct inspections, monitor and act on performance 
trends and ensure stable and predictable Product performance. 

Validation or “Validate”: Confirmation by examination and 
provision of objective evidence that the applicable 
requirements can consistently be fulfilled. 

Wood Packing Material (WPM): Is defined as wood or wood 
products (excluding paper products) used in supporting, 
protecting, or carrying a commodity. WPM includes items such 
as pallets, crates, boxes, reels, and dunnage. 

World Customs Organization (WCO) Authorized Economic 
Operator (AEO) Programs: Customs-to-business 
partnerships aimed at securing the supply chain and facilitating 
legitimate low-risk trade. 
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 APPENDIX C: 
STANDARDS 
 
 

 Annex II AIMDD 90/385/EEC - Active Implantable Devices 

 Annex II MDD 93/42/EEC - Medical Devices 

 Australia - Therapeutics Goods (Medical Devices) 
Regulations 2002 

 Brazil RDC16/2013 – GMP Requirements for Medical 
Devices and IVDs 

 California Proposition 65 -Safe Drinking Water and Toxic 
Enforcement Act of 1986 

 China RoHS 2, Administrative Measures for the 
Restriction of the Use of Hazardous Substances in 
Electrical and Electronic Products - Order 32 

 CMDR, SOR/98-282 – Canada Medical Devices 
Regulations 

 EU Battery Directive 2006/66/EC and amendments 

 EU IVDR - Regulation (EU) 2017/746 of the European 
Parliament and of the Council of 5 April 2017 on in vitro 
diagnostic medical devices and repealing Directive 
98/79/EC and Commission Decision 2010/227/EU 

 EU MDR - Regulation (EU) 2017/745 of the European 
Parliament and of the Council of 5 April 2017 on medical 
devices, amending Directive 2001/83/EC, Regulation (EC) 
No 178/2002 and Regulation (EC) No 1223/2009 and 
repealing Council Directives 90/385/EEC and 93/42/EEC 

 EU Packaging Directive 94/62/EC and amendments 

 EU Persistent Organic Pollutants (POPs) (EC) 
2019/1021 

 EU REACH Regulation (EC 1907/2006) 

 EU RoHS 2 Directive 2011/65/EU 

 EU RoHS 3 Amendment (EU) 2015/863 

 EU Waste Framework Directive Amendment on the SCIP 
database (EU 2018/851) 

 EU WEEE Directive 2012/19/EU 

 FDA 21 CFR Part 11 - Electronic Records; Electronic 
Signatures 

 FDA 21 CFR Part 58 - Good Laboratory Practice for Non-
Clinical Laboratory Studies (cGLP) 

 FDA 21 CFR Part 210 - Current Good Manufacturing 
Practice   in Manufacturing, Processing, Packaging, or 
Holding of   Drugs; General 

 FDA 21 CFR Part 211 - Current Good Manufacturing 
Practice for Finished Pharmaceuticals 

 FDA 21 CFR Part 312 - Investigational New Drug   
Application 

 FDA 21 CFR 801.437 - Natural Rubber Latex  

 FDA 21 CFR Part 803 - Medical Device Reporting 

 
 
 
 
 
 

 

 FDA 21 CFR Part 807 - Establishment Registration and Device 
Listing for Manufacturers and Initial Importers of Devices 

 FDA 21 CFR Part 820 - Quality System Regulation 

 Food and Drug Regulations, C.R.C., c. 870, Part C, Division 2, Good 
Manufacturing Practices (GMPs) 

 ISO 13485 / EN ISO 13485 – Medical Devices – Quality 
management systems – Requirements for regulatory 
purposes 

 ISO 14001 Environmental Management Systems 

 ISO14971 / EN ISO14971 – Medical devices – 
Application of risk management to medical devices 

 IVDD 98/79/EC 

 Korea Medical Device Act 

 Mexico, Ley General de Salud 

 MHLW GMP Ordinance #169 – Japan Quality 
Management System Compliance 

 Natural Rubber Latex FDA 21 CFR 801.437 

 SMDO – Switzerland Medical Devices Ordnance – 
Switzerland (812.213) 

 The Safety of Human Cells, Tissues and Organs for 
Transplantation (CTO) Regulations, SOR/2007-118 

 UK Medical Devices Regulation – UK MDR 2002 (SI 618) as 
amended by the EU exit regulations 2019 (SI 791) and 
2020 (SI 1478) 
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