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3.2.2. MEDDEV 2.1/6

http://ec.europa.eu/health/medical-devices/documents/guidelines/index_en.htm
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3.3.2. MEDDEV 2.4/1

http://ec.europa.eu/health/medical-devices/documents/guidelines/index_en.htm
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3.5.2. 2 & $H#& (Harmonized Standards)

http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/index_en.htm
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3.5.3. ECE # (Official Journal)

http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/index_en.htm

24.1.2013 Official Journal of the European Union

Commission communication in the framework of the implementation of the Council Directive
93/42/EEC of 14 June 1993 concerning medical devices

(Text with EEA relevance)

(Publication of titles and references of harmonised standards under the dire

(2013/C 22/02)

Reference of sup
standard

Reference and title of the harmonised standard (and reference

ESO (3 document)

First publication Q]

Cenelec | EN 62304:2006 27.11.2008
Medical device software - Software life-cycle processes
[EC 62304:2006 (*)

EN 62304:2006/AC:2008 18.1.2011

Cenelec | EN 62366:2008 27.11.2008
Medical devices - Application of usability engineering to
medical devices

[EC 62366:2007 (*)

TOV SUD Japan 13-04-02 Slide 20 TOV®



3.5.4. EN62304: 2006 + EN62366: 2008
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Regulation 207/2012, Electronic Instructions for Use of Medical Devices
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3.6.2. News: EEMIBIESHOEEBI[AIAD

http://ec.europa.eu/health/medical-devices/documents/revision/index_en.htm
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3.6.3. News: EEMIBIESHOEEBIF[AIAQ

http://ec.europa.eu/health/medical-devices/documents/revision/index_en.htm
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42. RZRF7A Y IRO IV ILEEBE#EI[TOI ?

http://www.gpo.gov/fdsys/pkg/USCODE-2010-title21/html/USCODE-2010-title21-chap9-subchapll.htm
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43.1. 9S5APDED

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Classify YourDevice/ucm051530.htm
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432. 7S5 RN5EQ2

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=892.2050

[Code of Federal Regulations] [ See Related
[Title 21, Volume 8] Information

[Revi=zed a= of April 1, 2012)
[CITE: 21CFRE852.2050]

TITLE 21--FCOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEFARTMENT OF HEGLTH AWND HUMAN SERVICES
SUBCHAPTER H--MEDICAT. DEVICES
PLRET 892 —-- RADIOLOGY DEVICES
Subpart B--Diagnostic Devices

Sec. 892.2050 Picture archiving and communications system.

(a) Tdentification. & picture archiving and communications system iz a device that provides
one or more capabilities relating to the acceptance, transfer, display, storage, and digital
proces=sing of medical images. Its hardware components may include workstations, digitizers,
communications devices, computers, video monitors, magnetic, optical disk, or other digital
data storage devices, and hardcopy devices. The szoftware components may provide functions
for performing operations related to image manipulation, enhancement, compression or
quantification.

(b)Classification. Class II (special controls; voluntary standards--Digital Imaging and
-Enmmunicatinns in Medicine (DICCHM) 5td., Joint Photographic Experts Group (JPEG) S5td.,
Society of Motion Picture and Televiszion Engineers (SMPTE) Te=t Pattern) .

[62 FR 23387, Apr. 25, 15358]
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Draft Guidance “Mobile Medical Applications”, July 21, 2011 /
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4.4.2. 510K EREEFR UL =

7743 > X :Format for Traditional and Abbreviated 510(k)s, August 12, 2005
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Medical Device User Fee Cover Sheet (Form FDA 3601)
CDRH Premarket Review Submission Cover Sheet
510(k) Cover Letter

Indications for Use Statement

510(k) Summary or 510(k) Statement

Truthful and Accuracy Statement

Class Il Summary and Certification

Financial Certification or Disclosure Statement
Declarations of Conformity and Summary Reports
Executive Summary

Device Description

Substantial Equivalence Discussion

Proposed Labeling

Sterilization and Shelf Life

Biocompatibility

Software

Electromagnetic Compatibility and Electrical Safety
Performance Testing — Bench

Performance Testing — Animal

Performance Testing — Clinical

Other
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443 510K BEFIZHFTHVIzT7EHR

7343 > X : Format for Traditional and Abbreviated 510(k)s, August 12, 2005
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444, 5= L)L ( Level of Concern)

H A5 > X :Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices
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H A5 > X :Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices
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4.4.6. IBI0RE w2 X (Additional Topics)

H A5 > X :Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices
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