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Abstract: In this study, we examined whether the systematic literature review method used in the field of evidence-
based medicine could be used for post-market clinical evaluation of medical devices by modifying them to fit the reg-
ulatory perspective of medical devices in Korea. For this purpose, systematic literature review was modified and applied
to conduct a clinical literature survey on the ophthalmic electrosurgical system(Trabectome®, NeoMediX Corp) used
for the treatment of glaucoma. A total of six documents were finally selected, and clinical safety and efficacy infor-
mation on the indications of the ophthalmic electrosurgical system were effectively presented. In addition, general
safety information and unexpected safety information could be distinguished through comparison with medical device
adverse event reporting cases. The method used in this study is expected to be used in various ways throughout
post-market medical device safety management system and for the purpose of regulation improvement, especially
in the field of ophthalmic electrosurgical system.
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122 Records excluded as follow:

37 Not original articles(except for systematic review)
2 Not published in English, Korean or Japanese
42 Not performed for glaucoma treatment
11 Not use Trabectome®(Neomedix Corp)

29 Not listing in SCI(E) journals

1 pre-clinical

6 Studies
(5 included in qualitative synthesis)
* 1 systematic review(meta analysis)
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Fig. 1. Flow chart of literature selection process
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Table 1. Characteristics of studies included in qualitative synthesis

First author (year) Country Research subject Intervention medical devcie F/U periods (month)
Glaucoma . "
T. Wecker (2016) Germany - open angle AIT ok Trabectome® 13.8(avg)
- pseudoexfoliatio = AIT + Phaco
Glaucoma
- open angle . AIT
1. Bussel (2015) Us - pseudoexfoliatio Trabectome® 12
- Postoperative * AIT + Phaco
- steroid-induced
Glaucoma
M. Maeda (2013) Japan - open angle = AIT Trabectome® 8.4(avg)
- pseudoexfoliatio
Glaucoma « AIT
J.F. Jordan (2013) Germany - open angle « AIT + Ph Trabectome® 6.8(avg)
- pseudoexfoliatio aco
Glaucoma
J.L.M. Ting (2012) Us - open angle = AIT Trabectome® 12(min)
- pseudoexfoliatio

*Ab Interno Trabeculectomy, **Phacoemulsification
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Table 2. Effectiveness indicators results
Post
Pre
1d 1w 2w 1m 3m 6m 12m
IOP - open angle
24.5+3.5 18.7+6.4 16.6+6.3 15.445.3 16.7+5.7
Wecker(2016) (n=60) NA NA NA (n=35)* (n=33)* (n=18)* (n=16)*
Bussel(2015) sy NA NA NA NA NA NA B
Maeda(2013) 26.6+£8.1  23.6+12.3 20.4+8.9 18.1£5.4 16.9+5.2 17.9+4.3 17.4+3.4 17.946.1
(n=80) nm=73)* (@m=71)* (n=70)* (n=63)* (n=53)* (n=53)* (n=27)*
Jordan(2013) aen, NA NA NA NA NA it NA
. 25.5+7.9 18.1+5.8 17.6+5.3 17.3+4.0 16.8+3.9
Ting(2012) (n=450) NA NA NA (0=420)  (n=384)  (n=327)  (n=293)
IOP - pseudoexfoliatio
Bussel(2015) sy, NA NA NA NA NA Na
Jordan(2013) 2(151 ff%? NA NA NA NA NA 1(31':6;%)2 NA
. 29.0+£7.5 17.8+9.8 16.9+5.6 16.3+4.5 16.0+3.4 16.1+4.0
Ting(2012) (n=67) (=67 NA NA (n=66) (n=59) (n=55) (n=53)
Drug Usage - open angle
2.1+£1.3 1.7+0.7 1.5+0.9 1.2+1.0 1.4+£1.6
Wecker(2016) (n=60) NA NA NA (n=35y* (n=33)* (n=18)* (n=16)*
38
Bussel(2015) 2(;18:*518)2 NA NA NA NA NA NA 2(;?:*417')3
Maeda(2013) 4.0+1.4 3.9+0.9 4.3+1.2 4.2+1.3 3.7+1.4 2.9+1.0 2.3+1.2 2.3+1.2
(n=80) (n=73)* (n=71) (n=70) (n=70) (n=63)* (n=53)* (n=27)*
Jordan(2013) Z;iéé‘{’; NA NA NA NA NA (ﬁ?&% NA
. 2.73+1.33 2.21+1.73 2.50+£1.45 2.34+1.42 2.14+£1.34 2.16+1.29
Ting(2012) (0=150)  (m=450) A NA =200 (m=381)  (n=327)  (n=293)
Drug Usage - pseudoexfoliatio
Bussel(2015) 2(58:515)2 NA NA NA NA NA NA 2(1-10:417';”
Jordan(2013) éﬁj{ %5,2) NA NA NA NA NA (1r'11:§%'§1) NA
. 3.09+1.15 2.09+1.79 2.68+1.56  2.46+1.37 2.24+1.36 2.21+1.38
Ting(2012) (n=67) (n=67) NA NA (n=66) (n=59) (n=55) (n=53)
*. Statistically significant decrease, §: Value based on average tracking period of 204 days
% 3. 438 A 2}
Table 3. Success rate results
Wecker(2016) Bussel(2015) Ting(2012)

= open angle: 50%

Sucsess rate = pseudoexfoliatio: 87%

81%

= open angle: 62.9%
= pseudoexfoliatio: 79.1%

IOP <15 mmHg,

Standard IOP reduction > 40%

IOP <21 mmHg,
IOP reduction >20% (no reoperation)

I0P <21 mmHg,
IOP reduction >20% (no reoperation)
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Fig. 2. Intraocular pressure reduction results in open angle glaucoma patients
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Fig. 3. Change in drug usage in open angle glaucoma patients
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Table 4. Safety indicators results

Studies (intervention, sample) Operating Postoperative

T. Wecker et al. (2016)

(AIT: AIT+Phaco, n=60) = Blood reflux(94%)

= Blood reflux(94%)
= Hypotony(2/60, 3%)

I Bussel et al. (2015)
(AIT(58): AIT+Phaco(15), n=73)

= reoperation(11/58, 22%)
* Hypotony(3/58, 5.2%)

M. Maeda et al. (2013) (AIT, n=80) = Blood reflux(80/80, 100%)

= reoperation(18/80, 22.5%)

J.F. Jordan et al. (2013) = Blood reflux(92%)

(AIT:AIT+Phaco, n=487(557 eyes)) = Cyst macular edema(3/222, 1.4%)

= JOP elevation (8%)

open angle
J.L.M. Ting et al. (2012)

= Blood reflux 82.7%

3/450, 0.7%
14/45, 3.1%

= Hypotony
= JOP elevation

AIT:AIT+Phaco+IOL, n=825)

pseudo exfoliatio= Blood reflux 82.1%

* Hypotony 1/67, 1.5%
= JOP elevation 4/67, 6%

= Blood reflux (100%)
K. Kaplowitz et al. (2016)
(Systematic Review)

= Corneal Epithelial Cell Damage (3%, n=101)
= Iris damage* (1%, n=304)
= Cyst macular edema* (1.5%, n=222)

= Partial anterior adhesion (24%, n=101)
= JOP elevation (6%, n=1127)

= Hypotony (1.5%, n=1127)

= Cataract Outbreak (1.2%, n=86)

= Cleft due to ciliary dissociation (2 studies)

= Waterproof direction wrong (4 studies)

* Choroidal haemorrhage* (1 study)
= Intraocularitis (1 study)

= vision decrease (1 study)

*Consistent with medical device safety information research results
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Systematic Review

Clinical Evaluation of MD

Objective PICO IMO
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Study selection
(inclusion & exclusion criteria)

PICO, language, study type, etc

IMO, language, study type, etc
+ medical device type, SCI(E)
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