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Introduction / Purpose

* Discuss the intfluences of regulatory schemes on
the audit practice.




INntroduction - Bill McLain

« Keystone Regulatory Services, LLC
e Past Chair - ASQ Biomedical Division

« RABQSA Certified Principal Auditor

» Over 25 Years in Medical Device Industr




For Each Scheme

* Discuss the focus/purpose of each scheme.




MDSAP - Medical Device




MDSAP - Focus/Purpose

 The Medical Device Single Audit Program allows
N MDSAP recognized Auditing Organization to
conduct a single regulatory audit of a medical




MDSAP - Influences

 The audit is based on executing “audit tasks”
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I TR % ohid
(! et SO0 7 TN N
o i RS R e % i : e NS
MR e s e R SR R Ll



Risk Management

Device Marketing
Authorization and
Management Facili
acility
Registration

Medical Device
Adverse Events
and Advisory
Notice Reporting

Measurement/Analysis,
and Improvement

Device Marketing
Authorization and
Facility
Registration

Design and
Development

Production and Service
Controls

Purchasing




MDSAP - Influences

 Not the process approach

* Repeat findings come at greater cost




MDSAP - Influences

 (Greater emphasis on regulatory topics




MDSAP - Impact/Preparation

e Move back to checklist audit

» Topics only minimally reviewed now subject of




S«/K U.S. Department of Health and Human Services

A to Z Index | Follow FDA | En Espafiol

2y U.S. FOOD & DRUG
ADMINISTRATION EERN -

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Medical Devices

Home > Medical Devices > International Programs > Medical Device Single Audit Program (MDSAP)

MDSAP Audit Procedures and Forms

MDSAP Documents f sHARE in LINKEDIN @ PINIT &% EMAIL & PRINT

Back to Available Documents

MDSAP AU P0002

MDSAP AU P0002.003 Audit Model (PDF - 984KB)
(ISO 13485:2003)

MDSAP AU P0002.004 Audit Model (PDF - 680KB)
(ISO 13485 :2016)

MDSAP AU G0002.1.003 revised 2017-04-17 (PDF - 1.1MB)
(ISO 13485 :2003)

MDSAP AU G0002.1.004 revised 2017-04-17 (PDF - 1.1MB)
(ISO 13485 :2016)







FDA - Focus/Purpose

* Regulations based on demonstrating devices
are neither misbranded nor adulterated




FDA - Influences

e |Inspection vs. Audit

 Regulatory compliance




FDA - Impact/Preparation

 Recognize the seriousness

* Remember FDA violations can potentially lead




MDD - Medical Device




MDD - Focus/Purpose




MDD - Influences




MDD - Impact/Preparation

« Risk, risk, risk! (Design/process/usability/use
risk
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|ISO 13485:2016 - Overview

 Major Changes - New or enhanced




|ISO 13485:2016 - Overview

e |t's been out well over a year. Published March 1,
2016

2018 is your upgrade year.




2016 Revisions - The BIg
Picture

 Heightened emphasis on Risk Management
throughout the whole standard.

 More complete integration of regulatory requirements
into QMS.




|ISO 13485:2016 - Overview

 Major Changes - New or enhanced




|ISO 13485:2016 - Major
Changes

e 4.1.2 - Apply risk based approach to control
processes needed for the QMS

 4.1.5 - Qutsourced processes require written
quality agreements.




|ISO 13485:2016 - Major
Changes

e /.5.6 - The organization shall validate any
processes for production and service provision
where the resulting output cannot be or is not
verified by subsequent monitoring or




|ISO 13485:2016 - Major
Changes

* 7.6 - Software validation procedure for software




SO 13485:20106 -




Clause 4 - QMS

 QMS process change assessed for impact on
ams and devices

* Medical Device File - Mirrors F




Clause 5 - Management
Responsibility

* Management Representative responsibility
changes - regulatory requirements and QMS
requirements

 Management Review procedure




Clause 6.2 - Human
Resources

 Procedure required.




Clause 6.3/6.4 - Infrastructure
and Work Environment

 Document requirements for infrastructure.

 Maintenance requirements now include work
environment,




Clause 7.1 - Planning of
Product Realization

 Document one or more processes for Risk
Management




Clause 7.2 - Customer
Related Processes

 Need to ensure regulatory requirements are
identified and met.




Clause 7.3 - Design

* Plan identifies methods to ensure traceability of inputs to
outputs.

* Plan identifies resources needed and competencies.

e \erification and validation protocols with methods, acceptance
Criteria, statistical rationales.




Clause 7.4 - Purchasing

* Purchasing information includes product spec
and requirements for acceptance.




Clause 7.5 - Production and
Service Provision

* Production controls include qualification of infrastructure.

e Servicing records assessed for complaints and improvement.

« Validation procedure.




Clause 7.5 - Production and
Service Provision

* Production controls include qualification of infrastructure.

e Servicing records assessed for complaints and improvement.

« Validation procedure.




Clause 7.6 - Measuring
Instruments
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Clause 8.2.1 - Feedback

» Feedback feeds into Risk Management.



Clause 8.2.2 - Complaint
Handaling

e Procedure required.




Clause 8.2.3 - Reporting to
Regulatory Authorities
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Clause 8.2.6 - Monitoring/
Measurement of Product




Clause 8.3 - Nonconforming
Product

* Evaluation of nonconformity includes the need for
investigation and notification to external parties.

* Accepted by concession only if justification




Clause 8.4 - Analysis of Data

 Procedure includes determination of appropriate
methods, including statistical techniques and
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Clause 8.5 - CAPA

 CA made without undue delay.




Questions and
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Bill McLain

President and Principal Consultant
Keystone Regulatory Services, LLC




