2019 10 33 10 1109

A, MM, FEAL, W ChEASZ S EPRE, L5t 102629)

ERMHARE, RETHFARMANEST B “MREE HIFHN, A BHENEST BHK
EOPE SR ¥ T a8 A TARIEISO/TS 10974: 2018474, L& FEA SRS AT AR T/,
AT AR AE P B KA BRI 09 X IRIE . R k. BRENBRATT AR, AR AE W R 6 B Sm
TR R, 2R AR, k3h. A, H4E. EFRPGRNBEARBZHMEE, A TN XLRE, K
A T Fo6 R R ABXT 699/ RIEIR B, AR A RAAN B IT BAR O AL RE T A BarE R
3R RAANE T BARM AL A M R RN A S, — e F- B e AL A S e k2P, AL A
GEANB T IRMR B FE A BEAT R, B AKFR RN DR SRR BN A RS E

HRAANNEE T B, RS, ISO/TS 10974:2018

R28 A 1002-7777(2019)10-1109-07
doi:10.16153/5.1002-7777.2019.10.005

Study on Safety Evaluation Methods for Magnetic Resonance Imaging of Active
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Li Shu, Hao Ye, Wang Quan, Ren Haiping (National Institutes for Food and Drug Control, Beijing 102629,
China)

Abstract Objective: To evaluate the "MR compatibility” of active implantable medical devices under the
same standards and scales to ensure the safe and effective use of active implantable medical devices. Methods:
According to the ISO/TS 10974: 2018 standard and the work of National Institutes for Food and Drug Control,
the test basis, test methods and acceptance criteria of each test required by the standard were studied. Results:
Six known or predictable risks which were involved in the standard were found out, namely temperature
rise, vibration, force, moment, unexpected stimulus and device failure. In order to evaluate these risks, nine
experiments corresponding to six risks were introduced in the paper to evaluate the MR compatibility of active
implantable medical devices. Conclusion: At present, the evaluation of MR compatibility of active implantable
medical devices in China has just started, and some testing methods are still in the process of exploration. This
paper systematically introduces the considerations and methods of evaluation in order to provide references for the
design and evaluation of MR compatibility of active implantable medical devices in China.
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