
QMS ESTABLISHMENT AND IMPLEMENTATIION:  To provide the best quality care to patients, it is essential 
that your device be designed and tested for its effectiveness and safety under a Quality Management System (QMS). We 
provide the necessary tools and resources to bring your QMS to meet these standards and get your device implemented 
into clinical practice. 
 

•  Device Quality Management 
•  Supplier Management 
•  Develop Good Manufacturing Processes 

 
CLINICAL QUALITY TRAINING:  Our quality team can provide training that is tailored to your organization and 
goals. All employees are acclimated with our quality policies through various anatomical training models to make 
certain they are delivering the best patient care possible. 
  

•  Clinical Quality Assurance 
•  Risk Management 
•  Manage CAPAs and Nonconformities 
•  Root Cause Analysis  

 
AUDITING AND INSPECTIONAL SERVICES:  We conduct monthly internal and external audit procedures to 
ensure that the practices and processes within the Jacobs Institute meet all FDA standards and keep patients safe. We 
are prepared to train auditors within your company. 
 

•  What to Expect When Youre Inpected 
•  QSR-Based QSIT-Stryle Quality Audit 
•  ISO 13495-Based Quality Audit 

 

BUILD YOUR QUALITY MANAGEMENT SYSTEM 
 
LET OUR TEAM OF QUALITY MANAGEMENT ENGINEERS AND OFFICERS GUIDE 
YOU TO HELP BUILD YOUR QUALITY MANAGEMENT SYSTEM THAT WILL  
ENSUSRE YOUR MEDICAL DEVICES ARE DELIVERED TO PATIENTS SAFELY.
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J A C O B S  I N S T I T U T E



The Jacobs Institute is focused on accelerating the 
research, design, development, and manufacture of 

innovative, high-quality, clinically relevant engineering 
solutions and products to impact the treatment of vascular, 

neurological, and related diseases.  REV 3

O F F I C E  O F  Q U A L I T Y  S E R V I C E S

JI QUALITY POLICY

FOR MORE INFORMATION, CONTACT: 
Carlos Peña at cpena@jacobsinstitute.org or +1 716.888.4800

External Audit Internal Audit

FDA ISO 
Audit 

Criteria

•  ISO 13485 
•  Quality System 
    Regulation 
•  Inspection 
    compliance

•  Non-conformance 
    solutions 
•  Review of policies 
•  QMS establishment

•  Analyzing records 
•  Clinical observations 
•  Employee interviews
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