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• ISO 13485:2016醫療器材品質管理系統

• MDSAP全球醫療器材單一稽核方案

• Support from BSI
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“我們重複的行為造就了我們,

因此卓越不是一個行為,

而是一種習慣.” 【亞里斯多德】

“We are what we repeatedly do. 
Excellence, is not an act but a habit.”                  
【Αριστοτέλης】
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什麼是品質管理系統?

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

It ensures manufacturers consistently 
provide a high quality, safe product 
that meets market demand, and allows 
for adjustment to the manufacturing 
process should any issues arise.

CONTINUOUS 
IMPROVEMENT

Act

Plan

Do

Check
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什麼是醫療器材?

Medical Device 醫療器材

中華民國 藥事法
第十三條

本法所稱醫療器材，係用於診斷、治療、減輕、直接預防人
類疾病、調節 生育，或足以影響人類身體結構及機能，且非
以藥理、免疫或代謝方法作用於人體，以達成其主要功能之
儀器、器械、用具、物質、軟體、體外試 劑及其相關物品。

Orthop
aedic

骨科

Dental

牙科

Active 
Implantable 

Devices

植入帶電

Active 
Devices

帶電醫材

IVDs

體外診斷

Vascular

心血管

General 
Devices

一般醫材

Biological 
Substances

動物組織

Drug-
Device 
Combin

ation

含藥醫材
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ISO/TC 210

Quality 
management and 
corresponding 
general aspects 
for medical 
devices

BSI is 
Participating 
Member

ISO 13485是誰制定的?
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誰參與ISO 13485認證流程?

ISO

Certification Bodies

The players

ISO組織及成員

製造商及服務供應商 驗證機構(BSI)

監管機構(AB)
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Regulatory 
Requirements

法規要求

Risk
Management

風險管理

Validation, 
Verification & 
Design 

Transfer驗證、

確效及設計移

轉

Outsourced 
Processes & 
Supplier 
Control

委外作業與供

應商控管

Feedback

回饋

ISO 13485:2016強調的區域

Improved linkage 
of clauses
增進條款間的連結
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認證前準備工作
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ISO 13485認證稽核流程
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取得ISO 13485證書，準備進軍國際！





MDSAP全球醫療器材單一稽核方案
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International Medical Device Regulatory Forum (IMDRF)
國際醫療器材法規主管機關論壇

• IMDRF Management Committee (MC) regulators:
IMDRF管理委員會成員

• Australia, Brazil, Canada, China, the European Union, Japan, 
Russia, and the United States of America

• Observers:
觀察員

• WHO - World Health Organization
世界衛生組織

• APEC LSIF (Asia Pacific Economic Cooperation Life Science 
Innovation Forum)
亞太經濟合作 生命科學創新論壇
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MDSAP Objectives
MDSAP目標

• Develop, manage, and oversee a single audit program that will allow 
a single regulatory audit to satisfy the needs of multiple regulatory 
jurisdictions
開發、管理並監管單一稽核方案，以同使滿足多個法規管轄需求

• To promote greater alignment of regulatory approaches and technical 
requirements
促進監管辦法與技術要求更加一致

• To promote consistency, predictability, and transparency of regulatory 
programs
促進一致性，可預測性與監管程序透明度



18

MDSAP Benefits
MDSAP效益

• Single Audit by Auditing Organization (AO) would: AO的單一稽核將

• minimize medical device manufacturing disruptions due to multiple 
regulatory audits 
最小化醫療器材製造商受多個主管機管稽核的打擾

• leverage regulatory resources
平衡監管資源

• benefit patient health and patient access 
病患健康及權益的獲益

• provide global benefit both on short term and longer term goals 
by IMDRF regulators – harmonization
提供全球化的法規調和
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MSDAP Benefits for Manufacturers
MDSAP對製造商的益處

• No additional requirements for manufacturer
對製造商而言沒有額外要求

• Single audit optimizes time and resources
單次稽核有效地運用時間及資源

• Routine audits are scheduled/planned with AO
例行性的稽核由AO(稽核單位, 如BSI)安排及規劃

• Expected to improve predictability
提高稽核的可預測性

• Expected to add additional Regulatory Authorities
預計將增加更多的法規主管機關(國家)

• MDSAP讓製造商證明其品質能力更勝ISO 13485
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MDSAP Formal Program參與國家
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How Does MDSAP Work?
MDSAP如何運作？

Manufacturers

NCs/CAPs

Auditing Organizations

Audits            NCs/CAPs

Regulatory Authorities

Assessments Reports
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MDSAP Information – Official Sources (USA-FDA)
MDSAP資訊 – 官方資源(FDA官方網站)

Pilot Program Announcement 
(brief description) 

http://www.fda.gov/downloads/MedicalDevices/Internatio

nalPrograms/MDSAPPilot/UCM372066.pdf

Program Announcement 
(including benefits)

http://www.fda.gov/downloads/MedicalDevices/Internatio

nalPrograms/MDSAPPilot/UCM429958.pdf

MDSAP FAQs http://www.fda.gov/downloads/MedicalDevices/Internatio

nalPrograms/MDSAPPilot/UCM430563.pdf

Eligible Auditing Organizations http://www.fda.gov/downloads/MedicalDevices/Internatio

nalPrograms/MDSAPPilot/UCM429978.pdf

MDSAP Audit Procedures & 
Forms 

http://www.fda.gov/MedicalDevices/InternationalPrograms

/MDSAPPilot/ucm377580.htm

Website 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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Audit Cycle 稽核循環

• Three Year Audit Cycle(與ISO 13485相同)

• 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

• Unannounced Audits無預警現場稽核(與ISO 13485不同)
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MDSAP AUDIT

US 
FDA

ISO 
13485

CE

Health
Canada Japan

Brazilian

ANVISA

Australian

TGA

Requirements 要求
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www.newsouthboundpolicy.tw

http://www.newsouthboundpolicy.tw/


Support from BSI
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BSI - 值得信賴的國際認證品牌 75%
of FTSE 

100

51%
of Fortune 

500

68%
of Nikkei 

Index

4,000

81,000

24/25

7,063

CE marking 
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BSI CE marking 歐盟醫材法規-快速審核解決方案
BSI 承諾會提供全球市場最有經驗與有效的途徑。如果您想要保持競爭力或是處於巿場領先地位，

以下提供您所需要的『醫療器材快速審核解決方案』
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BSI 專業醫材法規訓練課程規劃

Training Topics

CE 
marking

訓練課程

• Introduction to ISO 
13485

• ISO 13485: Clause by 
Clause

• Implementing ISO 13485

• Internal Auditor ISO 
13485

• Lead Auditor ISO 13485

ISO 13485

訓練課程

• Introduction to CE marking

• Medical Device CE marking

• Introduction to CE marking 
for In Vitro Diagnostics

• Application of the In Vitro 
Diagnostics Directive

• ISO 13485:2016 
Transition

• ISO 13485:2016 Auditor 
Refresher

ISO 13485

轉版課程
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BSI 專業醫材法規訓練課程規劃

Training Topics

• MDSAP醫療器材單一稽核方案

• 醫療器材上市後監督和警戒系統

• ISO 14971風險管理應用

• ISO 14971 醫療器材風險管理
/FMEA 失效模式分析

• 醫療器材製程確效

• 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 

Specialist 
Training

客製化課程



35

• 醫材通用標準

•生物相容性標準

• 塑膠/橡膠類醫材標準

• 牙科類醫材標準

• 滅菌相關標準

• 機械/系統類醫材標準

BSOL醫療器材標準法規資料庫

• IMD相關標準

• AIMD相關標準

• 電子類醫材標準

• IVD相關標準

• 輔具類標準

• 醫材軟體標準

醫療器材相關標準共有4,100份(持續更新)
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標 準 訓 練 驗 證

BSOL
線上標準資料庫

4,100
份醫療器材

相關標準
訂閱BSOL是運用標準快
速簡便的方法

降低追蹤及保留文件檔案
的成本

降低使用過期文件的風險

超過96,000份
ISO, EN, BS,CEN, 

CENELEC, ASTM & 
IEC標準

25 份標準自選

125,000 元



訂閱 BSI
醫療器材
電子報

BSI 官網首頁
bsigroup.tw

轉版進度│ 白皮書 │ 標準新知 │ 
活動&課程訊息
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Study the regulation and standard 研讀法規及標準

Prepare a budget for the next 3-5 years 規劃三至五年預算

Determine training required 員工教育訓練

Perform the gap analysis 進行差距分析

Look out for additional help 尋求外部顧問, 公會及協會協助

Working closely with your NB 與驗證單位緊密合作

What you can do now?
現在您能夠做什麼?
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