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ABSTRACT

Through this study, the purpose of this study is to harmonize the quality assurance system of diagnostic
radiation generator inspection bodies with current international standards, standardize the diversity of inspection
bodies, provide consistent inspection services to medical institutions, and improve review efficiency of regulatory
agencies. We compared and reviewed the quality assurance systems of all domestic diagnostic radiation generator
and defense facility inspection bodies. For international harmonization, we reviewed international and domestic
and international standards, including ISO/IEC 17020, and added and reflected the requirements of regulatory
agencies. The quality assurance systems of all inspection bodies included all required items in compliance with
ISO/IEC 17020, but some of the quality procedures showed differences. Standards were drawn up through expert
meetings for items where differences were compared and analyzed, and rules for safety management of diagnostic
radiation generators and amendments to these regulations were proposed. The results of this study are expected
to improve the operational efficiency of inspection bodies and the work efficiency of regulatory agencies for
inspection bodies, and international harmonization in accordance with international standards such as ISO/IEC

17020 should be continuously maintained.

Keywords: Inspection bodies, ISO/IEC 17020, Quality assurance systems, Rules for safety management of diagnostic radiation

generators, International harmonization.
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Table 1. General criteria for the operation of various
types bodies performing inspection (ISO/IEC 17020:2012)
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Table 2. Discrepancy between the inspection bodies

2. Definition

6. Organization and management (Training requirement)

KS Q ISO/IEC 17000 Conformity assesment terms and

Completion of training by Certified institutions on QC(Quality

A general rules Control) manager and CTO(Chief Tech officer)
B Medical and related laws, KS A 9000 and International Completion of training by Certified institutions on QC(Quality
Vocabulary of Metrology Control) manager
C KS Q ISO 17020 Quality management system - Basic terms No requirement on QC(Quality Control) manager and
and standards CTO(Chief Tech officer)
D Medical and related laws, KS A 9000 and International Completion of training by Certified institutions on QC(Quality
Vocabulary of Metrology Control) manager
E  Definition of each quality control procedure documents ls)tzrnsggr dv;/ho meets the KS Q ISO 17020 and KS Q ISO 17025
7. Quality system (Management assessment) 7. Quality system (Conformity assessment)
S . . Periodic assessment in the beginning of the year(extra if
A Once a year, no limitation on time period necessary)
B Once a year, periodically on 4/4 quarter Periodic assessment once in two years
C  Periodically on the end of the year Periodic assessment once in a years
D  Once a year, periodically on 4/4 quarter Periodic assessment once in two years
E  Once a year, no limitation on time period Periodic assessment in the beginning of the year
9. Facilities and equipment Classification of test equipment 9. Facilities and equipment Retroactivity of a test equipment
and management
Test equipment is classified as reference equipment and field . S
p . 2 : 12 month cycle for test equipment calibration,
A test equipment inorder to be maintained separately. CTO(Chief More than once a quarter of Comparative measurement cycle.
Tech officer) appoints the person in charge of test equipment.
g;fthzggli Irlll}?nct:l:12s?ffs;%ilggege?;egariﬁieigglgﬁsgm?rﬁ gﬁzs Calibration cycle follows the guideline of National Calibration
B field test equipment. CTO(Chief Tech officer) appoints the 82%2‘?&2?3:;’ (l:\/lglree than once 2 quarter of Comparative
person in charge of measure equipment. yele.
Separately classified in to reference equipment and field test
C  equipment. Authurization is given to inspection agent on Follows the calibration plan
calibration and maintenance of the equipment.
Designated as measure equipment and does not have any
classification between reference equipment and field test Calibration cycle follows the guideline of Korea Laboratory
D  equipment. person in charge of measure equipment must be Accreditation Scheme, More than once a quarter of
trained at facility designated by the director of Laboratory Comparative measurement cycle.
Accreditation Scheme.
Test equipment is consist of reference equipment and field test  Calibration cycle follows Safety management standards..
E  equipment. CTO(Chief Tech officer) appoints the person in Equipment that can not be calibrated can be comparatively
charge of the test equipment. measured.
9. Facilities and equipment Storage Facility .
and Lab Environment 15. Compliants and appeals
A Temperature 15 ~35 C, Humidity less then 85% CS.(Cust.omer Serv1pe) manual exist, Does not have a
satisfaction evaluation
B Temperature 15 ~35 C, Humidity 20~75%, Illuminance higher = CS(Customer Service) manual, Periodic satisfaction evaluation.
then 300 Ix (Does not have specific guiding rubric)
Storage : Temperature 15 ~35 C,
C Humidity 50 % = 30 % CS(Customer Service) manual exist, Does not have a
Lab : Temperature 10 ~30 C, satisfaction evaluation
Humidity 50 % + 30 %
D  Temperature 15 ~35 C / Humidity 25~75 % CS(Customer Service) manual, Periodic satisfaction evaluation.
E  Temperature 15 ~35 C / Humidity 65 % + 20 % CS(Customer Service) manual exist, Does not have a

satisfaction evaluation.
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Table 3. Standard Plan for Quality Assurance System

Requirement Contents
2. Definition 17020(Quality Assurance System- Basics and terminology) and standarization reference (Safety
’ rules and regulations of Diagnostic Radiological Equipment)
5. Confidentiality Documentation of the procedure inorder to protect personal information acquired during the
) duty.
6. Organization and management Completion of pass of ISO/IEC 17020 for QC(Quality Control) manager , ISO/IEC 17020 and
: (Trga ining requirement) e calculation of measurement error for CTO(Chiet Tech officer), ISO/IEC 17020 for person in
charge.
6. E{rgg;lzgg_?éle)and management Management policy for the local office to provide sufficient test service
7. ?Muzl:;}ée?ﬁzgetmassesment) More than once a year. Initiated on the first quarter of the year. (Additional when necessary)
7. %loa]ill%,miiytsyteg;sessment) Periodic examination on the beginning of the year(Additional when necessary)
9. Facilities and equipment Test equipment is classified as reference equipment and field test equipment inorder to be
(Classification of test equipment maintained separately. CTO(Chief Tech officer) appoints the person in charge of test
and management) equipment.
9. Facilities and equipment Temperature 10~30C(when comparatively measured 25 = 2 C), Humidity 20 ~ 70 %(Hourly

(Storage Facility and Lab Environment)

Variance less then 10 %), Illuminance higher then 300 Ix (Must maintain 0 Ix)

9.

Facilities and equipment
(Retroactivity of a test equipment)

As stated in the safety regulation [table3] standard maintenance of reference equipment must be
calibrated for precision more then once a quarter.

15. Compliants and appeals

Periodic satisfaction evaluation through the CS(Customer Service) manual and own document

Table 4. Quality Assurance System for Diagnostic Radiological Equipment Inspection Organization

Classification

Contents

Quality Assurance Manual

Quality Assurance Manual

Procedure of independence, equity and sincerity

Procedure for maintaining confidentiality and liability of compensation

Procedure of organization and management

Procedure of training and qualification Management

Procedure of facility and equipment purchase

Procedure of branch management

Procedure of quality control document management

Quality procedures

Procedure of internal quality control screening

Procedure of customer service and complaint management

Procedure of record management

Procedure of test equipment maintenance

Procedure of application and contract management

Procedure of inspection

Procedure of cooperation and information exchange

Guideline of inspection method

Guideline of comparative measurement on field test equipment

Quality Guidelines

Guideline of Quality Control for X-ray Devices for Comparative Measurement

Guideline of safety management
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Audit Table.
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V. CONCLUSION
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