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MDSAP Quality Management System (QMS) Assessment Checklist (Part 2): 
Planning, Support, Operations and More 

For Medical Devices, the right QMS coordinates and directs an organization's activities to meet customer 
and regulatory requirements and improve its effectiveness and efficiency on a continuous basis. That’s 
why a QMS has the power to affect all aspects of your organisation’s performance. 

We hope this MDSAP (Medical Device Single Audit Program) specific checklist can help you in making the 
right decision when it comes to your medical device QMS. It can be combined with Part 1, Part 3 and Part 4 of 
this checklist for effective usage. 

Checklist instructions:  

The questions are colored in accordance with the scope they are related: 

 Questions that apply to Corporative MDSAP (not site-specific) 

 Questions to be audited at each site individually and included as input to the evaluation of Corporate 
 MDSAP QMS 

The fields can be answered as “Y” – yes; “N” – no; “N/A” – not applicable; “P” – partial or under development. 

3.1   Planning - Strategic and Quality Planning  
MDSAP Quality Manual – Section 6. Planning  
MDSAP QMS F0001.1 QMS Policy and Objectives 

Answer     Assessor 
Comments 

3.1.1 Are there established quality objectives?         Y  N   N/A    P 

3.1.2 Is quality management system planning carried out 
to meet the requirements of the quality management 
system and the quality objectives? 

3.1.3 If applicable, is there evidence that the integrity of 
the quality management system is maintained during 
changes? 

4.1 Support – Resources, Competence and Awareness 
PROCEDURE MDSAP QMS P0014 – Training   
MDSAP Quality Manual – Support – Section 7.1 Resources, 
Section 7.2 Competence and Section 7.3 Awareness 

Answer     Assessor 
   Comments 

4.1.1 Is objective evidence available to demonstrate that 
MDSAP has adequate infrastructure needed to implement 
the quality management system and to maintain its 
effectiveness? 

4.1.2 Has the MDSAP have available resources to enhance 
customer satisfaction by meeting customer requirements? 

       Y  N   N/A    P 

       Y  N   N/A    P 

 Y  N   N/A    P 

 Y  N   N/A    P 

https://www.compliancequest.com/online-demo/?utm_source=cnt&utm_medium=MDSAP-QMSAssessment-2&utm_campaign=alltime_cnt&utm_term=EQMS
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4.1.3 Are personnel performing work affecting quality 
competent on the basis of appropriate education, training, 
skills, and experience? 

  Y   N     N/A      P 

4.1.4 Has the MDSAP site determined the necessary 
competence for personnel performing activities affecting 
product quality? 

4.1.5 Are personnel who have been assigned QMS 
responsibilities qualified and deemed competent based on 
skills, experience, and education & training requirements? 

If yes, describe under comments how the organization: 
a. Determined the necessary requirements? 

b. Provided training to satisfy competency needs?

c. Evaluated effectiveness of competence training?

d. Ensured that personnel are aware of their role in the
 QMS?

e. Maintained appropriate records of education, 
 training, skills, and experience? 

4.2 Support – Internal Communication  
  MDSAP Quality Manual – Support - Section7.4  
 Communication 

Answer     Assessor 
   Comments

4.2.1 Is there communication between various levels and 
functions with respect to the processes of the 
management system? 

5.1 Operation – Operational planning and control 
MDSAP Quality Manual – Operation, Section 8.1 
Operational planning and control 
MDSAP Audit Procedures and Forms  
MDSAP Assessment Procedures and Forms  
MDSAP products and services: Assessment 
documentation, audit reports and manufacturer 
certificates 

Answer     Assessor 
   Comments

5.1.1 Has MDSAP planned and developed the processes 
needed for their products and services? 

5.1.2 Is objective evidence available to demonstrate that 
the MDSAP management ensures that the MDSAP staff 
uses defined procedures for performing work, for assuring 
work is reproducible, and for maintaining information 
integrity? 

5.2 Operation – Release of Product and Services 
MDSAP Quality Manual – Operation, Section 8.6 Release of 
products and services  
MDSAP Audit Procedures and Forms  
MDSAP Assessment Procedures and Forms  
MDSAP products and services: Assessment 
documentation, audit reports and manufacturer 
certificates 

Answer     Assessor 
   Comments

  Y   N     N/A      P 

  Y   N     N/A      P 

  Y   N     N/A      P 

  Y   N     N/A      P 

  Y   N     N/A      P 

  Y   N     N/A      P 

  Y   N     N/A      P 

 Y   N     N/A      P 

 Y   N     N/A      P 

 Y   N     N/A      P 
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5.2.1 Does MDSAP measure and monitor product and 
service characteristics to verify that product and services 
requirements have been met? 

 Y  N  N/A  P 

5.2.2 Is there objective evidence that product and services 
acceptance criteria have been met? 

5.2.3 Do records identify the person authorizing release of 
the products and services? 

5.2.4 Are all specified activities performed before product 
release and service delivery? 

5.2.5 If there are instances in which all specified activities 
have not been performed before product release or service 
delivery, has a relevant authority, or as appropriate the 
customer, been informed and approval gained? 

5.3 Operation – Control of Non-conforming outputs 
ROCEDURE MDSAP QMS P0009 – Nonconformity and 
Corrective Action   
MDSAP Quality Manual – Operation, Section 8.7 Control  
of nonconforming outputs 

Answer Assessor 
 Comments 

5.3.1 Does MDSAP ensure that a non-conforming output is 
identified and controlled to prevent unintended use or 
delivery? 

5.3.2 Has MDSAP implemented the MDSAP QMS P0009 in 
the following aspects: 

a. Assignment of responsibility for halting work where
appropriate and ensuring work resumption upon 
resolution of non-conformity; 

b. Making appropriate disposition on a non-conforming
 output;

c. When necessary, notifying the customer of the non-   
    conformance. 

5.3.3 Is non-conforming output corrected and subjected to 
re-verification after correction to demonstrate conformity? 

5.3.4 When non-conforming output is detected after 
delivery or use has started, is appropriate action taken 
regarding the consequences of the non-conformity? 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 

 Y  N  N/A  P 
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Do you know the full extent of your HIDDEN COST of quality for medical devices? How much is it actually costing 
your business? 

Is your current QMS allowing you to uncover, control and reduce those hidden costs of quality? Or is it just in the 
way? 

Choose ComplianceQuest EQMS solution suite and lead a digital transformation that differentiates your medical 
device company in a highly competitive marketplace. We provide the tools and the knowledge base to ensure an 
effective Quality System for your company.  

 
 
 
        
 
     
 
 
 
    REFERENCE: - https://www.fda.gov/medical-devices/medical-device-single-audit-program-mdsap/mdsap-qms-procedures-and-forms 

 
DISCLAIMER: This document neither creates nor confers any rights towards any person or organization and does not enforce to abide by the 
content. It is only intended to support organization(s) or individual(s) referring to this document to understand the QMS implementation 
regulations and best practices recommended by U.S. FOOD AND DRUG ADMINISTRATION. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Request A Demo 

 

About ComplianceQuest 
Transform to a fully connected business with a next-generation AI-Powered Quality and Safety management platform, built on Salesforce. Our 
connected suite of solutions helps businesses of all sizes increase quality, safety and efficiency as they bring their products from concept to 
customer success. Our intelligent data-driven platform comes with best-in-class integrated processes to mitigate risks, protecting your employees, 
suppliers and brand reputation, and to increase innovation, compliance, profit and customer loyalty. ComplianceQuest is pre-validated and easy to 
implement, use, and maintain, allowing for streamlined communication and collaboration across the product value chain. 
 
For more information, or to request a demo with a ComplianceQuest expert, contact ComplianceQuest today: 

Visit   www.compliancequest.com  
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• Email us at marketing@compliancequest.com              • Call us at 408-458-8343 
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