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4 —
TR EEAR REARTHEARCEIRAK) LTRREERNE
M “Boston Scientific” EMBLEM S-ICD System
Periodic Safety Report
1. & & A F #}H(Basic information)

Iy 2

ju)

<

%5 (License no.) !

% 4 P 2 4 #(Chinese product name) :

3) %A 4 #(English product name) :

4y HIgE(UPN) :

5) # ¥ g(Manufacturing site) :

6) i g A4 B % (Country of manufacturing site)
7) # ¥ Bk (Address of manufacturing site):

8) T A & & (License holder) :

g o

)

2. 22 2-ME RS B B ) (Monitoring Period)

1) 242 & 4. 48 Ml (Period of whole surveillance): MM/DD/YY to MM/DD/YY
2)) Ak & 2 43 81 Bl (Period of this surveillance report): MM/DD/YY to MM/DD/Y'Y
3) ARBESHAEDNERM 2 F  REM(This is the delivery of whole

surveillance)

3. 7R B R &k £ (Adverse Events Collection)
D) Bl A& EF EE B4R RRE 4 (Domestic Serious Adverse Events during this Surveillance
Period) (Line listing)

2) BAIER E B B4R R A E 4 (Domestic Non-serious Adverse Events during this

Surveillance Period) (Line listing)

3) B4R ER B SHMOR RAE E#(Abroad Serious Adverse Events during this Surveillance
Period) (Line listing)

4y B IER E %k S H AR B R £ 4 (Abroad Non-serious Adverse Events during this

Surveillance Period) (Line listing)



5) BP9 Sh TR P Bk RO AT AR 6 AR Ak 2 g% 9] 3R 4 (Case Reports published on academic
journals, literatures and symposiums)

4, AR B ARR ] £ 0 343 F& (Total Event Data Summary for this Surveillance Period)

B M (Domestic) B #M(Abroad)

Bk Bt A R R K MH(Serious
Adverse Event no.)
FREBREHFARRABEMS
{(Non-serious Adverse Event no)
EC

(Total Event no.)

5. A& LB RERFENLEE (Summary of Domestic Usage)

1) AR 3R 4 2440 B B 9 #7483 & (Domestic usage no. during the period of this surveillance
report)

2) & #4735 H B 9 4a 48 A 208 (Domestic total usage no. during the surveillance period )

(B A 18 5 ofHo Mk — 2 A BB AR e 4k =)



Mék— ~1ERE (7B &) ¥ (Appendix 1. Patient data)

1. y% A4X45 (Patient code):
2. 44 (Hospital):
3. F#%6p (Physician):
4. # A B (Implant date): k: 2 A B ( Year_ Month__ Day)
5. #mAMA (Patient sex):
6. s AF# (Patient age):
7. B I8 B & AT (Monitored items & Follow-up status):
Acute
ERRE Baseline Results 1 month | 6 months | 12 months
Before
Discharge
NYHA (New York Heart Association)
! SEABE S &
5 LVEF {Left Ventricular Ejection Fraction)
S ES LR
Hematoma
’ oY
Inadequate Healing of Incision Site
! 0 SRS R
Incisional/ Superficial Infection
’ ok BT
S-1CD system Infection
6 5-ICD A # e B
Mortality
7
228
Other AE (Adverse Events)
’ b SN LYY




Midh = ¢ ARG B H e A B s &

o ik4E 448 (Medical institution name)

18 1 2 & (usage amount)

#a5+45 M 31§ (Total usage amount)






