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Abstract: Purpose: The purpose of this study is to find out the cognizance of medical device safety information
(MDSI) monitoring in the hospital and oriental hospital workers, and the different aspect of MDSI between oriental
medical devices and medical devices. Methods: The survey was performed both in the oriental medicine hospital
and general hospital. The survey had 16 items; 2 items basic questions, 5 items in the awareness of MDSI, 5 items
in the education of MDSI, 4 items in the necessity of defining oriental medical devices and differences between gen-
eral and oriental medical devices. A total of 120 hospital worker were participated; 60 oriental medicine hospital work-
ers and 60 general hospital workers. They had worked in the oriental medicine or general hospital associated with
Medical Device Safety Monitoring Center, Dongguk University Ilsan Hospital’ in 2019 and 2020. Results: The cog-
nizance of MDSI was high both in oriental medicine hospital and general hospital workers and there were no sig-
nificant differences between oriental medicine and general hospital workers. When we divided the hospital workers
into the senior workers who had worked for over 3 years and junior workers for less than 3 years, the senior workers
had higher awareness of MDSI than junior workers. However, the cognizance of education of MDSI was high which
was not different between senior and junior workers. Both hospital workers thought that it was necessary to define
oriental medicine device legally and the oriental medical device might have low risk and less side effect than medical
device. Conclusion: The cognizance of MDSI was high and there was no significant differences between oriental
medicine and general hospital workers. Because the senior hospital workers had higher recognition of MDSI, we need
to provide the continuous education program for junior hospital workers. Although oriental medical device are
thought to be safer than medical device, we need to have a legal definition.
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Survey content Oriental hospital worker (n=60) General hospital worker (n=60) p-value*
Korean Medical doctor / Doctor 29(48.3%) 21(35%)
Nurse 29(48.3%) 37(61.7%) 0.325
Technical 2(3.3%) 2(3.3%)
*p<.05 by Chi-square test
3 2. 7] AR} AR LAt
Table 2. Basics_Audience Working life
Survey content Oriental hospital worker (n=60) General hospital worker (n=60) p-value*
Junior (n=63) 35(58.3%) 28(46.7%)
0.273

Senior (n=57) 25(41.7%)

32(53.3%)

*p<.05 by Chi-square test
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Table 3. The cognizance in the awareness of medical device safety information between oriental medicine hospitals and

general hospital workers

Oriental General
Survey content hospital worker hospital worker p-value*
(n=60) (n=60)
Do you know the definition of side effects and adverse events of Yes 42(70%) 42(70%) 1.000
medical devices? No 18(30%) 18(30%) ’
Did you know that you are obligated to report adverse events of Yes 36(60%) 44(73.3%)
medical devices to the Medical Device Safety monitorin, ter? 0.121
y g center: No 24(40%) 16(26.7%)
Did you know that there is a medical device safety monitoring center Yes 30(50%) 48(80%) 0.001*
in this hospital? No 30(50%) 12(20%) ’
Do you know the process how to report the side effects of medical Yes 23(38.3%) 28(46.7%) 0.356
devices? No 37(61.7%) 32(53.3%) '
] ] Yes 17(28.3%) 19(31.7%)
Have you ever reported an adverse event of a medical device? 0.690
No 43(71.7%) 41(68.3%)

*p<.05 by Chi-square test
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Table 4. The cognizance in the awareness of medical device safety information between oriental medicine hospitals and

general hospital workers according to working period

Oriental hospital worker (n=60) General hospital worker (n=60)

Survey content Junior Senior value* Junior Senior value*
(n=35) (n=25) P (n=28) m=32) P
Do you know the definition of side effects Yes  18(51.4%)  24(96%) 0.000* 16(57.1%) 26(81.3%) 0.042%
and adverse events of medical devices? No  17(48.6%) 1(4%) ) 12(42.9%)  6(18.8%) :
Did you know that you are obligated to Yes 16(45.7%) 20(80%) 14(50%)  30(93.8%)
report adverse events of medical devices to % *
the Medical Device Safety monitorin; 0 0 0.008 0 0 0.000
tor? y g No 19(54.3%) 5(20%) 14(50%) 2(6.3%)
center?
Did you know that there is a medical device Yes 13(37.1%)  17(68%) 0.018* 16(57.1%)  32(100%) 0.000*
safety monitoring center in this hospital? No 22(62.9%)  8(32%) ’ 12(42.9%) 0(0%) '
Do you know the process how to report the Yes 11(31.4%) 12(48%) 0193 8(28.6%)  20(62.5%) 0.009*
side effects of medical devices? No  24(68.6%) 13(52%) : 20(71.4%) 12(37.5%) )
Have you ever reported an adverse event of Yes 7(20%) 10(40%) 0.090 1(3.6%)  18(56.3%) 0.000*
a medical device? No  28(80%) 15(60%) 27(96.4%) 14(43.8%)

*p<.05 by Chi-square test
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Table 5. The cognizance in the education of medical device safety information between oriental medicine hospitals and
general hospital workers

Oriental hospital General hospital

o *
Survey content worker (n=60) worker (n=60) p-value
Yes 25(41.7%) 33(55%)
Did you know thgt therq is an educational No 34(56.7%) 27(45%) 0.201
program on medical device safety?
No response 1(1.7%) 0(0%)
Do you have an experience of education in Yes 23(38.3%) 19(31.7%)
the medical device safety information 0.566
monitoring? No 37(61.7%) 41(68.3%)
Need 53(88.3%) 53(88.3%)
Do you think med_lcalvthe.educatlon in the Don't know 6(10%) 711.7%) 1.000
device safety monitoring is necessary?
Not required 1(1.7%) 0(0%)
0, 0,
Did you know that you can request the know 27(45%) 21(35%)
education of Medical Device Safety Don't know 31(51.7%) 36(60%) 0.586
itori 2
Monitoring Center? No response 2(3.3%) 3(56%)
o o 0, 0,
Are you willing to apply for a education intention to apply 40(66.7%) 44(73.3%)
request at the Medical Device Safety no intention to apply 18(30%) 13(21.7%) 0.620
N o
Monitoring Center? No response 2(3.3%) 3(5%)

*p<.05 by significance by fisher's two-sided exact test
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Table 6. A survey on the perception of medical device safety education between oriental medicine hospitals and hospital
workers according to working period

Oriental hospital worker General hospital worker
(n=60) (n=60)
Survey content - - - -
Junior  Senior value* Junior Senior value®
(n=35) (n=25) PVAUC (n=98) (n=32) PV
0, 0, 0, 0,
Did you know that there is an Yes 14(40%) 11(44%) 15(53.6%) 18(56.3%)
educational program on medical No 20(567.1%) 14(56%) 1.000 13(46.4%) 14(43.8%) 1.000
i 2
device safety” No response 1(2.9%)  0(0%) 0(0%) 0(0%)
Do you have an experience of education Yes 15(42.9%) 8(32%) 9(32.1%) 10(31.3%)
in the medical device safety 0.432 1.000
information monitoring? No 20(57.1%) 17(68%) 19(67.9%) 22(68.8%)
Need 31(88.6%) 22(88%) 23(82.1%) 30(93.8%)
Do you think medical device in the Don't know 3(8.6%) 3(12%) 0.820 5(17.9%) 2(6.3%) 0.235
device safety monitoring is necessary?
No response 1(2.9%) 0(0%) 0(0%) 0(0%)
0, 0, 0, 0,
Did you know that you can request Know 13(37.1%) 14(56%) 12(42.9%) 9(28.1%)
the education of Medical Device Don’t know 21(60%) 10(40%) 0.322 16(567.1%) 20(62.5%) 0.212
e o
Safety Monitoring Center? Noresponse  1(2.9%) 1(2.9%) 00%)  3(9.4%)
Are you willing to apply for a intention to apply 22(62.9%) 18(72%) 19(67.9%) 25(78.1%)
education request at the Medical no intention to apply 12(34.3%) 6(24%) 0.785 9(32.1%) 4(12.5%) 0.056
; . N
Device Safety Monitoring Center? No response 12.9%)  1(2.9%) 0(0%) 3(9.4%)

*p<.05 by significance by fisher's two-sided exact test
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Table 7. Awareness survey on the definition of oriental medical devices

Survey content Oriental hospital General hospital value*
y worker (n=60) worker (n=60) p
Yes 52(86.7%) 52(86.7%)
Do you think it is necessary to legally define oriental o o
medical devices apart from medical devices? No 5(8.3%) 8(13.3%) 0.193
No response 3(5%) 0(0%)

*p<.05 by significance by fisher's two-sided exact test
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Table 8. Survey on the perception of the definition of oriental medical devices among occupations

Oriental hospital worker (n=60)

General hospital worker (n=60)

Survey content
doctor (n=29)

Korean Medical Nurse Ete value*
0=29) (@=2) " (n=21)

Nurse Etc

Doctor value*
=37 @=2) ¥

Need 23(79.3%)  27(93.1%) 2(100%) 17(81%) 34(91.9%) 1(50%)
Do you think it is necessary Not
to legally defme oriental necessary 5(17.2%) 0(0%) 0(0%) 0.161 4(19%) 3(8.1%) 1(50%) 0.103
medical devices apart from
i ices?
medical devices? resg(fnse 13.5%)  2(6.9%) 0(0%) 0(0%)  0(0%)  0(0%)
*p<.05 by significance by fisher's two-sided exact test
H 9. oF sH) 97 7|7] xjold ZA}
Table 9. Survey of differences between general and oriental medical devices
Survey content General hospital worker (n=60)
Yes 34(56.7%)
Are there any differences when comparing oriental medical No 20(33.3%)

devices and general medical devices?

No response 6(10%)

Which medical device has higher risk when comparing
oriental medical devices and general medical devices?

oriental MD 10(16.67%)

general MD 43(71.67%)

No response 7(11.6%)
oriental MD 6(10%)
Which medical device has more frequent side effect when general MD 24(40%)

comparing oriental medical devices and general
medical devices?

no difference 23(38.33%)

No response 7(11.67%)
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