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Abstract: This study was conducted to observe the differences in perspective of medical device adverse events and
report exchange for domestic stakeholders. The post-market surveillance of medical device not only improves the
usability and functionality of the device but also identifies new or growing risks caused by the device. APEC (Asia-Pacific
Economic Cooperation) have established and operated post-market surveillance systems for medical devices based on
IMDRF (International Medical Device Regulators Forum) and GHTF (Global Harmonization Task Force) guidelines.
However, there are significant gaps in many aspects. It is essential to apply harmonized guidelines internationally but
also to interpret and apply the guidelines consistently to report and exchange medical device adverse event in domestic.
This study retrospectively analyzed the results of surveys conducted by providing examples of the adverse events and
guidelines for post-market surveillance. The results of the study showed that there was a considerable difference in the
judgment on the phase of using medical device for patient. In the case of medical device adverse event, different opinions
shown according to knowledge and experience. Education and training are needed to have a harmonized perspective
on the reporting and exchanging international guidelines of the adverse event for domestic stakeholders.
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Table 1. Medical devices adverse event for study

Infusion Pump Injection Error

Device user

The device user is a senior nurse who has 10 years experience in ICU(Intensive Care Unit).

Patient Patient with multiple bone fracture (male, 33 year-old) took an orthopedic operation.

- An analgesics mixture was set to be injected with 2 ml/h speed by infusion pump.

- The patient was found unconscious state by a nurse after 13 hours infusion of the mixture.
Event - Nurse found the unconscious patient after 13 hours from injection.

- The nurse found that the IV bag was empty, but setting of the infusion pump had been maintaining as
same as it was started.

Flowing Foreign Particles in IV Fluid

Device user

The device user is a nurse (female, 26 year-old) who has 3 year experience in general care.

Patient A patients with emphysema (male, 44 year-old) took antiobiotic treatment.

- The Patient found flowing particles in the antibiotic mixed fluid.

- Total three flowing particles were collected from the reclaimed material, and analyzed their physical
Event and chemical characteristics.

- Two of those were originated from the medication port's rubber packing of IV fluid bag. One of those was
originated from the antibiotics vial's rubber packing.

Contact Lens

Device user

The device user is a patient who has used contact lens during 6 months.

A patient had red eye and eye pain.

Patient Doctor suggested no use of contact lens.
But she continued to use lens in spite of eye problem.
Event The patient was diagnosed as having corneal ulcer by the contact lens.

Removed Fragment of a Device 173

Device user

The device user is a thoracic surgeon (male, 47 year-old) who has 15 years' experience in vascular surgery.

Patient with varicose vein (male, 61 year-old) took surgical operation for removing Saphenous vein by

Patient using vein stripper under spinal anesthesia.

- Surgeon recognized the silicon head broken apart from the vein stripper.

- The stripper head was searched by thoracic surgeon with fluoroscopic X-ray imaging, and found by the
Event surgeon and then successfully removed.

- The operation time was about 30 minutes longer than expected.
- Finally, the patient has been recovered and got back to his common daily life.

Remaining Fragment of a Device

Device user

The device user is a thoracic surgeon (male, 47 year-old) who has 15 years' experience in vascular surgery.

Patient with varicose vein (male, 61 year-old) took surgical operation for removing Saphenous vein by

Patient using vein stripper under spinal anesthesia.

- Surgeon recognized the silicon head broken apart from the vein stripper.

- In operating room, medical team tried to find the stripper head by using fluoroscopic X-ray imaging, but
Event they could not find it during 1 hour.

-Once, they completed surgery and they finally examined a patient body by using whole body CT
angiography scan.
- Finally, the patient has been recovered and got back to his common daily life.

Dislodged Stent

Device user

A cardiologist who (male, 47 year-old) is working in a Cardiology Center of S university hospital.

- Patient with moderately tortuous and severly calcified coronary lesion (male, 80 year-old) took a

Patient coronary angioplasty and stent insertion.
- Patients exhibiting 95% stenosis.
- It was reported that slight resistance was felt by surgeon during forwarding and pulling back of the stent
during positioning, and the stent dislodged from the balloon due to the resistance and was not visible.
Event - Stent was removed successfully without any patient injury.

- The procedure time was about 12 minutes longer than expected.
- The patient has been recovered and got back to his common daily life.
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Table 2. Questions related to medical device adverse event reporting [11-13]
No. Question Reference

1 This is a reportable adverse event at Ministry of Food and Drug 'section 3.1' in GHTF/SG2/N54R8:2006
Safety (MFDS).

2 The device is associated with the adverse event. 'section 3.2' in GHTF/SG2/N54R8:2006

3 The patient had a certain degree of health impact from the event. 'sections 3.3' in GHTF/SG2/N54R8:2006

4 It is subject to an exemption from reporting tp the MFDS as a sections from 4.1 to 4.6' in GHTF/SG2/N54R8:2006
adverse event.
If the event is occurred by the 'use error', do you think it has to , . L. .

5 report the event to the MFDS? section 5.1' in GHTF/SG2/N54R8:2006

6 The event could be subject to the NCAR Exchage Program. 'section 4.1'in IMDRF/NCAR WG/N14FINAL:2017
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Table 3. Stakeholders by field

Field A Group B Group Total (persons)
Regulator 4 3 7
User 16 18 34
Producer (Manufacturer & Importer) 8 9 17
Other 8 7 15
Total (persons) 36 37 73
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Table 4. Whether stakeholders agree on Question 1 (%)
Case Regulator (%) User (%) Producer (%) Other (%)
Infusion Pump Injection Error 100 100 88 100
Flowing Foreign Particles in IV Fluid 50 94 88 100
Contact Lens 75 63 50 88
Removed Fragment of a Device 100 94 67 100
Remaining Fragment of a Device 100 100 89 100

Dislodged Stent 100 89 67 100
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Table 5. Whether stakeholders agree on Question 2 (%)
Case Regulator (%) User (%) Producer (%) Other (%)
Infusion Pump Injection Error 100 94 88 100
Flowing Foreign Particles in IV Fluid 100 88 88 100
Contact Lens 100 81 50 63
Removed Fragment of a Device 100 100 100 100
Remaining Fragment of a Device 100 100 100 100
Dislodged Stent 100 94 78 100

. AE30] gt olsjTAIRLe] -SHE (%), A : Serious injury, B : Near incident, C : None of the above
Table 6. Stakeholder response rate on Question 3(%), A : Serious injury, B : Near incident, C : None of the above

Regulator(%) User(%) Producer(%) Other(%)

Case A B C A B C A B C A B C
Infusion Pump Injection Error 50 50 0 50 50 0 57 43 0 88 13 0
Flowing Foreign Particles in IV Fluid 0 25 75 13 56 31 0 86 14 13 63 25
Contact Lens 50 50 0 44 44 13 29 29 43 38 38 25
Removed Fragment of a Device 33 33 33 0 94 6 11 78 11 0 57 43
Remaining Fragment of a Device 33 67 0 72 28 0 67 33 0 14 71 14
Dislodged Stent 33 33 33 12 71 18 11 56 33 14 71 14
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Table 7. Whether stakeholders agree on Question 4 (%)

Regulator (%) User (%) Producer( %) Other (%)
Infusion Pump Injection Error 25 6 12 0
Flowing Foreign Particles in IV Fluid 100 12 25 0
Contact Lens 75 44 72 25
Removed Fragment of a Device 33 6 50 0
Remaining Fragment of a Device 33 6 12 0

Dislodged Stent 33 11 62 0
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Table 8. Whether stakeholders agree on Question 5 (%)

Regulator(%) User(%) Producer(%) Other(%)
Infusion Pump Injection Error 100 88 75 88
Flowing Foreign Particles in IV Fluid 100 81 50 88
Contact Lens 75 63 50 88
Removed Fragment of a Device 67 89 56 71
Remaining Fragment of a Device 67 89 78 86
Dislodged Stent 67 78 44 71
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Table 9. Whether stakeholders agree on Question 6 (%)

Regulator (%) User (%) Producer (%) Other (%)
Infusion Pump Injection Error 50 94 63 100
Flowing Foreign Particles in IV Fluid 50 69 50 88
Contact Lens 50 63 25 75
Removed Fragment of a Device 50 94 56 100
Remaining Fragment of a Device 50 94 67 100
Dislodged Stent 50 83 33 100
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