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A QMS is a set of processes that allows
implementation and maintenance of
quality assurance.

It ensures manufacturers consistently Check ~CONTINUCUS [
: ) . IMPROVEMENT

provide a high quality, safe product

that meets market demand, and allows

for adjustment to the manufacturing

process should any issues arise.
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Quality
management and
corresponding

general aspects
for medical
devices
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Scoping

Allidess fior new
standards are ssseszad
and stakeholders are

Ideas potentizl scope

consulted on the

Anyone can suggest an
idea for & new standard
[l.e. 3 proposal for waork)

— | — f- Standands are reviewed svary two to five
— — years. The committea or drafting panal
_ = considers any comments recefved and
decides whether the standard needs to
be withdrawn, confirmed or reconfirmed, amendad

Publication or revised. A decision to amend or revise will lead to a

Once the docwment passes new propaosal for wark

final approwal it is published

o Revised draft

The committes or drafting

/ \ panel considirs the
« comments and prepanes
, an updated draft
D
Final approval o . . .
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The draft goes through a
final approval procass

Consideration

The proposal is
o assessed and if

approved a stskeholder
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The stakeholder group
forms a committes or
drafting panel with B5 to
draft the standard

o

o Public consultation
The draft is then issued

for public consuliation
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BS EN ISO 13485:2016

Incorporating corrigenda March 2016 and December 2016

Medical devices — Quality
management systems —
Requirements for regulatory
purposes
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Key standards and regulations
for the development of
medical devices
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_ Medical dectrical equipman t. Ceneral requiremants for basic safaty and esantial performancs.

150 1437 Medical devices. Application of sk managemant to medical devces.
_ Clinical investigation of madical dovices for human subjorts. Good diniical practics
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Internatlonal Medical Device Regulatory Forum (IMDRF)
HREFERMEAAETERKRRE T
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International Medical
Device Regulators Farum

« IMDRF Management Committee (MC) regulators:
IMDRFEIEZEZ M E
 Australia, Brazil, Canada, China, the European Union, Japan,
Russia, and the United States of America

* Observers:

EREX 8
« WHO - World Health Organization Y, World Health
o 5R @ A 2H 45 Organlzat|on

« APEC LSIF (Asia Pacific Economic Cooperation Life Science
Innovation Forum
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MDSAP Objectives
MDSAPH R

» Develop, manage, and oversee a single audit program that will allow
a single regulatory audit to satisfy the needs of multiple regulatory
jurisdictions
FH% - BRUEEE-—B%ZAE  DEEneZEEREEFEK

* To promote greater alignment of regulatory approaches and technical
requirements
EEEEWABETITEZKREN—

» To promote consistency, predictability, and transparency of regulatory
programs
BE—2 - OFRAMEEEERERE
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MDSAP Benefits
MDSAPZ{z&

* Single Audit by Auditing Organization (AO) would: AOBYE —F&E1%
« minimize medical device manufacturing disruptions due to multiple
regulatory audits

/M EBERSVMREEARSEEEKRETEZAVF]IE
- |leverage regulatory resources
TEEEER
 benefit patient health and patient access
RERERMERNER
« provide global benefit both on short term and longer term goals
by IMDRF regulators — harmonization
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MSDAP Benefits for Manufacturers
MDSAPHI R iEHN=E
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No addltlonal re uirements for manufacturer
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Smgle audit optimizes time and resources
BREZABMMERARENER

Rou_tlne audits are scheduled/planned with AO
BT RITEZFRAO(FEIZ E A, QD BSI)ZHE AR 2

Expected to improve predictability
I =8BV o] FR R4

Expected to add additional Regulatory Authorities
TRETIRAIE N E ZRAR T EWE (BIX
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Health Canada

www.hc-sc.gc.ca
Home > Drugs & Health Products > Medical Devices > Activities > International

Transition Plan

The Pilot is scheduled to conclude December 21, 2016, and as stated in Health Canada
Motices dated January 2014 and January 16, 2015, Health Canada intends to implement
MDSAP as the sole mechanism for manufacturers to demonstrate compliance with the
quality management system requirements of the Medical Devices Regulations (the
Regulations). MDSAP will replace the current Canadian Medical Devices Conformity
Assessment System (CMDCAS) program, even in situations when a manufacturer intends
to sell only in Canada. This implementation will begin at the conclusion of the Pilot on
January 1, 2017, and will span a period of two years. During this two year period, Health
Canada will accept certificates issued under both CMDCAS and MDSAP. m
(e e gy e LR | TR [ =T - M Further details will be released as the
transition plan is finalized. Health Canada's transition to MDSAP is an attempt to align

with the transition period for the revised version of [SO 13485, which is anticipated to be
published in eary 2016.




How Does MDSAP Work?
MDSAP!ZI] {O]3E(E ?

Regulatory Authorities
Assessments

Auditing Or;]anizations;_
Audits NCs/CAPs

J l
Manufacturers

NCs/CAPs
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MDSAP Informatic_m Official Sources (USA-FDA)
MDSAPEGR — EXLEIR(FDAE L 414)

Pilot Program Announcement
(brief description)

Program Announcement
(including benefits)

MDSAP FAQs
Eligible Auditing Organizations

MDSAP Audit Procedures &
Forms

Website

http://www.fda.gov/downloads/MedicalDevices/Internatio
nalPrograms/MDSAPPilot/UCM372066.pdf

http://www.fda.gov/downloads/MedicalDevices/Internatio
nalPrograms/MDSAPPilot/UCM429958.pdf

http://www.fda.gov/downloads/MedicalDevices/Internatio
nalPrograms/MDSAPPilot/UCM430563.pdf

http://www.fda.gov/downloads/MedicalDevices/Internatio
nalPrograms/MDSAPPilot/UCM429978.pdf

http://www.fda.gov/MedicalDevices/InternationalPrograms
/MDSAPPilot/ucm377580.htm

www.fda.gov/MedicalDevices/InternationalPrograms/MDS

APPilot/



http://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM372066.pdf
http://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM429958.pdf
http://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM430563.pdf
http://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM429978.pdf
http://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPilot/ucm377580.htm
http://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPilot/
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MEDICAL DEVICE SINGLE AUDIT PROGRAM

Companion Document

2017-01-06 MDSAP AU G0002.1.004_revised 2017-04-13

Medical Device Single Audit Program
Chapter 1
Process: Management

The intent of the Management process is to provide adequate resources for device design,
manufacturing, quality assurance, distribution, installation, and servicing activities; to assure the
quality management system s functioning properly and effectively; and to monitor the quality
management system and make necessary adjusiments. A quality management system that has been
implemented effectively and is monitored to identify and address existing and potential problems is
more likely to produce medical devices that function as intended.

The management representative is responsible for ensuring that the requirements of the quality
management system have been effectively defined, documented, implemented, and maintained. Prior
to the review of any process, interview the management representative (or designee) to obtain an
overview of the process and a feel for management’s knowledge and understanding of the process.

The Management process is the first process to be audited per the MDSAP audit sequence.

Auditing the Management Process

Purpose: The purpose of auditing the Management process is to verify top management
ensures an adequate and effective quality management system has been established and
maintained. The management processes should be re-evaluated at the end of the audit to determine
whether top management has demonstrated the necessary commitment for an effective quality
management system that has been communicated to personnel

Outcomes: Asa result of the audit of the Management process, objective evidence will show

whether the organization has:

A) Identified processes needed for the quality management system, their application throughout the
organization, and their sequence and interaction

B) Defined, documented, and implemented procedures and instructions to ensure the development and
maintenance of an effective quality management system

C) Established quality objecfives at relevant functions and levels within the organization consistent with
the quality policy and ensured that these are periodically reviewed for continued suitability

D) Determined the criteria and methods needed to ensure the operation and control of quality
management system processes, including the identification and management of interelated processes

E) Committed the appropriate personnel and resources for infrastructure to the quality management
system

F) Assigned responsibility and authority to personnel and established the organizational structure to
ensure processes assuring quality are not compromised

G) Performed risk management planning and ongoing review of the effectiveness of risk management
activities o ensure that policies, procedures and practices are established for analyzing, evaluating and
controlling risk

H) Ensured the continued effectiveness of the quality management system and its processes
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\{(g U 5. Department of Health and Human Services
*

FOA U-S- FOOD & DRUG AtoZIndex | FollowFDA | EnEspafiol

ADMINISTRATION EE -

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biolegics | Animal & Veterinary

Cosmetics | Tobacco Products

Medical Devices

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

Medica Devie Singe Aud MDSAP International Regulations [English]
: (Australia, Brazil, Canada, Japan, and USA)
MDSAP Documents
f share in UNKEDIN =~ @ PINIT | &% EMAIL | & PRINT
Australia

» Therapeutic Geods (Medical Devices) Regulations 2002

Brazil
» Brazilian Health Surveillance Agency
« Resolution RDC 16 2013 (PDF - 141KB) @
bSi. + Resolution RDC 23 2012 (PDF - 26KB) Adobe Acrobat
L]

+ Resolution RDC 67 2009 (PDF - 41K8) Document



Copyright © 2018 BSI. All rights reserved.

MEDICAL DEVICE SINGLE AUDIT PROGRAM |

Auditing Organization Availability to Conduct MDSAP Audits

The organizations listed below submitted an application to the Medical Device Single Audit Program (MDSAP). The table specifies their
status regarding their application, their authorization to conduct MDSAP audits, and their recognition.

Meander 1051

Arnhem, 6825 MJ

Netherlands
http://www.dekra.com/en/home

Brent.Anderson@dekra.com
+1 925 283 7535

Eligible Application Authorized to
Auditing Location Contact . Conduct MDSAP Recognition
L. Received -
Organization Audits
bsi BSI Group America Inc. Patricia Murphy Yes Yes Yes
. 12950 Worldgate Drive, patricia.murphy@bsigroup.com
Suite 800, +1 571 291 5726
Herndon, VA 20170
USA
http://'www.bsigroup.com/en-US/
Critical Location
Milton Keynes, UK
D DEKRA DEKRA Certification B.V. Brent Anderson Yes Yes Yes




Audit Cycle &2 &I

 Three Year Audit Cycle(£2ISO 13485+H[5])
« Initial Audit (Stage One & Stage Two)
 Surveillance Audits (Years 1 and 2)
« Re-audit (Recertification Audit)

» Other Possible Audits
 Special Audits

- changes, nonconformances, suppliers, post-market issue
follow-up
 Audits by Regulatory Authorities

o « Unannounced AuditsfEFEZIRISFEZ(EAISO 134854 [E)
Si.
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CE-Standard

0 = The CE-5tandard review service allows you to work closely with your assigned B5I Product Expert on your
e product certification. These reviews are conducted remotely, with communication between you and your B5I

Standard
- Product Expert via phone and email, as required.

CE-Dedicated FastTrack

The CE-Dedicated FastTrack review service allows you to book your technical documentation review in advance.
=|5¢ o . .
m - The service is conducted remotely with your BSl Product BExpert, who uses the time allocated to your company
Dedicated o conduct a focused review of your technical documentation. This allows you to interact with your Bl expert,
providing them information during the review. The CE-Dedicated FastTrack service improves the efficiency of the
process, and provides predictability in your planning of the review.

CE-Onsite FastTrack

The CE-Onsite FastTrack review service is conducted at your premises; a BSl Product Expert visits the fadility fora
period of time. CE-Onsite FastTrack reviews allow for dynamic communications and opportunities for immediate
responses to questions raised by the reviewer. Planning a CE-Onsite FastTrack review in advance provides you with
more predictability and the reassurance of knowing when your BSl Product Expert will be at your premises.
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Training Topics
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+ Introduction to CE marking
+ Medical Device CE marking

+ Introduction to CE marking
for In Vitro Diagnostics

« Application of the In Vitro
Diagnostics Directive
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Training
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Creating and Maintaining

Compliant Technical Files and
Design Dossiers

Technical Files and Design
Dossiers for In Vitro Diagnostics

Performance Evaluation and
Clinical Files for IVD

Utilising Materials of Animal
Origins

CE marking with Medical Device
Software

Device-Drug Combinations
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What you can do now?
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Study the regulation and standard & AR K iZ%E

\
‘ Prepare a budget for the next 3-5 years FRE =2 H FFEH

|

‘ Determine training required 8 T %
[

Bl AR

Perform the gap analysis ZE1TZ=FE 34T

I
‘ Look out for additional help ZKINEBRER], A K177 = 175 B/
/
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LE YOU WANT TO GO FAST, GO ALONE.
[FYOU'WANT TO GO FAR, GO TOGETHER.

- African Proverb
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Manager , BSI Taiwan Business Solutions Department

0931 886 633 Chrisc.Lee@bsigroup.com
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