TR BEETALK LTRRXERNEE
“Zeltiq” CoolSculpting System Periodic Safety Update Report (PSUR) Plan

% BE 41 & o H 3 (Monitor Product information):
M E 5P X &4 (Product name in Chinese): “H R4 B EZB-F 4 4%
B & 53X 4 A% (Product name in English):  “Zeltiq” CoolSculpting System
B A ER/#R A (Product model / type): BRZ-AP2-020-000 / Coolmini applicator
B YT 5 (Registration license number in Taiwan): 4730 5 25 & = % 028216 3%
W &A% 4% (Name of manufacturing site): ZELTIQ AESTHETICS, INC.
B 8 gsb ik (Address of Manufacturing site):
(O) 4410 Rosewood Dr Pleasanton, CA 94588, USA
(P) 5996 Gleason Drive, Dublin, CA 94568, USA
B FI A % % 4% (Name of pharmaceutical license holder) : & & 7 AR % 5L & 40 A TR/ )

W YA 7 Hubk (Address of pharmaceutical license holder): & b7 7 iE & 2B #7483 3% 2 B
102 5% 9 4%

B3 & F & (Background of PSUR):

BrEGRR BRER "FTRA BEBPAREGERATERNRE AN HRMNKE LR
AL Z G RARF BAR SR BB RITRAER -

To ensure patient safety while receiving “Zeltiq” CoolSculpting System treatment at submental area. We

plan to collect all patient’s treatment process and respective treatment data while they are receiving
treatment at before mentioned area for post-market surveillance.

RA2BERIE B 4 (Purpose of PSUR):

BHEASEARANTRSENEEE “BYRLERTHEME S ERE &3 " “FF

B BBRTLAG ) L ETRELEANERESF  c BRI EBNATHHAB(EHER

FRAA)

B RAERE A A E SeFsEe CoolMini #2845 2 (R 3% BRZ-AP2-020-000) 4 %% F &
By AR B B A o

B REEYARRE  REBLBHNFRLENEEE T REEYA RREBRME
REE

To comply with Taiwan Food and Drug Administration Regulations for Drug Safety Monitoring Article 2

to initiate “Zeltiq” CoolSculpting System Post-market surveillance report protocol and it procedure.

Monitor purpose as below (include but not limit with):

Monitor Scope: Safety related data while using system’s applied applicator: CoolMini (Model number:

BRZ-AP2-020-000) provide treatment at submental area.
Serious Adverse Reaction: Severe Adverse Reactions of Medicaments which regulated by Taiwan Food

and Drug Administration.

B5 A7, A 75 %1 £ (Monitor or Research subject):
B GEZAT B A B S AT 0L B B SN, -

Treatment of patients with submental area to assist in improving the appearance of protruding fat.



PAEFSAE Pt £ 2 B B (Relation between Evaluation target and Protocol):

AHERBERRERIGHBATEFEDBZEM > U EZIERIMLG G RER A E &
B o

This PSUR is to follow and monitor product safety for treatment at submental area to ensure and

improve respective area treatment experience and product safety.

T epiE ~ B T EUR BB (Data evaluation, Record and analysis
method and PSUR providing timeframe):

F il ko R (A D RIKE M&aaﬁﬁ" %ﬁﬁ RBARAREEM R RRE - 48 1
EAMERANKE R EONEADBERACH BHDEHFETHEE - BHBEANEHRER
TEEAE DA RR B & R AT -

BAZEBRFEGHEBETEEBZAED RARBELEBHNFRSLEYEEZH TRAIM=F -
Bk R RIS RE T HENEARECRIENBIBEHERL —EANER - YR
NREBREMERRENREZL —BAERRI=ZFERMDBIERESM XM AER

o

oF W

The event report form (attachment 1) will use for collecting and recording all serious adverse event that
receive in PSUR monitor period. Respective form can be fill while receive patient response or through
physician diagnostic. Data will be evaluate based on event seriousness, expectedness and resolved result.
PSUR monitor period will be 3 years from the date of submental area indication has approve from
TFDA or based on instruction from TFDA.

Regular PSUR shall be provide in 6 months base and submission due shall be within 1 month after
DLP (Data Lock Point) a 3 Years PSUR summary shall be provide within 2 months after 6™ regular
PSUR submission.

BREEYARRREZCBR R T IEMLEITRR - BREAER LR BT R 3 Bom A
RTREBRAEASZHBERREMARREZBATBNGEHELBANT AL ENTEE R
AEZEHE &ﬁﬁkﬂ RANF s FEA 48 R NBAHTESAT « FTEFAH
B F g ERBEMARREZBA LS B NiBHR -

B3R #a%&}ifﬁ%%a‘al&ﬁi S BMBRETINEREHZ—F
LB e

CSER Ay o

LR K AR R

CBA LSS R AT o

S BUR AMERR R KR AMEMRBFR] -

BT R AAMEEEMREES -

O\Ui-b-b)l\))—‘%\

For event that falls under Severe Adverse Reactions, reporting procedure shall follow with most recent
Regulations for Reporting Severe Adverse Reactions of Medicaments.

The medical care institution and pharmacy can undertake reporting within 7 days from the day of
becoming aware to the central competent health authority (TFDA) or its commissioned institution (ADR
center) or contact pharmaceutical license holder sales representative within 48hrs from becoming
aware.

The pharmaceutical license holder shall undertake reporting within 15 days from the day of becoming
aware.




The term "severe adverse reaction of medicament" as used in before mentioned Regulations shall refer to
the use of a medicament resulting in occurrence of one of the conditions listed in the following
subparagraphs:

1. Death;

2. Life-threatening condition;

3. Permanent disability;

4. Congenital anomaly/birth defect of fetus/infant;

5. Inpatient hospitalization or prolongation of existing hospitalization;

6. Others that may result in permanent injuries requiring intervention.

F b ik & A B #% K, (Data collection and format)

1. ¥ 4@ % (Event report form)

2. REEAMRER KX (Regular PSUR format)

3. ZHERANBBEREMZ L EMBERSE (B Years PSUR Summary format)



M4 —  Attachment 1

“TRATHRERTFAKFHERE
“Zeltiq” CoolSculpting System Event report form

A. Monitor Product information: % E R £ & & R

Product name in Chinese  Z &P X 44 | “THREFBEET L4
Product name in English ~ # &3t X £ 4%: | “Zeltiq” CoolSculpting System
Registration license EEiiE e I BB E 028216 3
number in Taiwan
Product model / type Rk /X Coolmini
Serial Number (SN) Bk
Treatment indication area & 3R 4: Submental area (8 F &)
B. Patient Background information % & # & &
Patient code Gender 14 73] Age F#
i B [1Male § [ ]Female % :
Height & & Weight (Before treatment) | Race A f&:
GRATRE [] Asian 753
_ (em) _ (kgaT) [] Caucasian &je%
Fitzpatrick Skin Type . . "
SRR EZEE Weight (After treatment) L Afrlc‘an American JF i A B A
N
0w [V CIVI (kg »F) [] Others R4

Pertinent Medical History (i.e. Hernia, Chemotherapy, Implants, Chronic Pain):
AAME e (B R ARSRE A BHER)

Previous Surgeries / Dates of Procedures/ Surgeries / Recent Delivery:

BEAE 487/ F 45 B A/ F g/ A &

Pertinent Medications: (i.e. Anticoagulant, Insulin, Inmunosuppressant, Accutane, etc.):

FAE A . (Bp kB MABE > S E R > AB%E)

Treatment summary (related to the current symptom) 74 4% - (#2317 2 4k 48 #)):

Remark 4 t£:
Manual message occur immediately post treatment 74 %1% 3L B 4 F 35 &
LY A& LINF If Yes, how long 4o = A 3530 00 4 BE 05 R minutes(%-4%)

Multi-Sculpting (If was treated with 2 or more applicator at same time, please describe placement)

HAbBE A AT (ho B B3R 2 A8 % 2 FE 0 L3R 4F B 06, 4L 3 )




C. Hospital / Clinic information B E%ATH 1

Name of Hospital / Clinic 8 & [z A7 4 #4:

2

Contact information 5 #& & 3.

Name of provider who made diagnosis
VAR A

[(JMD []JNP []JPA []

Date of diagnosis (YYYY-MM-DD)
EL R

Please describe the tissue characteristics for the treated area compared to non-treated areas:
ARG R IALAB L 0 SR BAME S B 2 da AT

Is there a visibly enlarged tissue volume over the treated area?

G E A T Ry B KB

Is surgery required?

Ly = LIN & [[] Undetermined s #] %

Kindly specify if undetermined (4v %k $] € 3%

k)

If a Hernia: Was there a pre-existing hernia? 4o i f.: & F B KBLH L £,

(1Y & [IN & [ ] Unknown zk 4o

[7] Other H 4¢:

Does the diagnosis provider feel the hernia was the result of CoolSculpting?
YT A B & %3 A CoolSculpting % % i b .49 8 B ?

Please provide upcoming care coordination activities: (i.e., Follow-up calls, Clinic appointment,

MD/Specialist appoints)

FRA ARG G (Brieszy M B - TT2 R4~ B/ EHR)

Other Remark (E b 3£):




D. Severe Adverse Reaction 5 & 84K B RJE

(D1-1)

Inform pharmaceutical license holder & % B3 4o ¥ 7T 345 F 87

[IN & 1Y & (Date and Time i %o B 3 #18F 1)

Severe Adverse
Reaction (Tick if St dD inti Date of awareness
have) age an i escription (YYYY-MM-DD)
REEMFRRE | EERARE b B (%-A-R)
Gk

Death [] During a Treatment: 4 8%

Elon ey [] Immediately after a treatment: % F &% % 88§

[] After one to two weeks treatment: 36 % — £ Wi %
(Kindly Specify 3533k : )

Life-threatening

[T] During a Treatment: ;& % 8%

condition [] Immediately after a treatment: % F ;4% % £ 8%

R A [7] After one to two weeks treatment: ;4% — & FiH 4
(Kindly Specify ## it : )

Permanent [] During a Treatment: ;4 % 8%

disabi}ity ‘ [] Immediately after a treatment: & F 4% % & 8%

¥ MRAKAMEILIR | 7] After one to two weeks treatment: 4% — & i
(Kindly Specify 3 #ik :)

Congenital (] During a Treatment: ;4 % i

anomaly/birth (] Immediately after a treatment: & F ;4% % & 8%

?etfec/t. off . [ ] After one to two weeks treatment: ;4% — £ R 8 4%

etus/infan . . .
Kindly Specify 3k :

BB g 2 & o | (KLY Specily 3L 1)

i

Inpatient [] During a Treatment: & % 8%

hospitalization or
prolongation of
existing
hospitalization
B2k AMETR R,
3t K R AMEIR
Fel

(] Immediately after a treatment: & F 54 %% % £ &
[T] After one to two weeks treatment: &% — Z R B %
(Kindly Specify 33t :)

Others that may
result in
permanent
injuries requiring
intervention H 4,
THREBR AR
HEFHREH

(] During a Treatment: % # &

"] Immediately after a treatment: & F 76 # 5% & 05

{1 After one to two weeks treatment: & % — £ iR 1%
(Kindly Specify 33t : )




Bt — Attachment 2

‘TRA BEETFASL LTREHAREMRE
“Zeltiq” CoolSculpting System Regular PSUR Report

A. & & & Product information:
W ZE 5P X & 4% (Product name in Chinese): “& R4F B E¥-F A 4%
W F 53X 4 4% (Product name in English):  “Zeltiq” CoolSculpting System
W F 57 5E/4k X (Product model / type): BRZ-AP2-020-000 / Coolmini applicator
W IR 5R (Registration license number in Taiwan): 4#72F & 25 & 3 % 028216 3%
M % /&E (Intended Use) : &% & 2 /447 7 e 4 #5-8ic. CoolMini Applicator 76 %28 T
(submental) & Y %40 6 Bh 25 & RE A 09 ) &Y SME,
| Y 3% B 4 #% (Name of manufacturing site): ZELTIQ AESTHETICS, INC.
B A b ik (Address of Manufacturing site):
(O) 4410 Rosewood Dr Pleasanton, CA 94588, USA
(P) 5996 Gleason Drive, Dublin, CA 94568, USA
W A 1 4 A% (Name of pharmaceutical license holder) © & 5 /) 1R # 5 x4y
H IR 8]
B Y45 A 9 shhk (Address of pharmaceutical license holder): & b7 ¥ iE & & #7148
% 28 1025 94
B. 22 2P F k% £ 27 F (PSUR monitor period)
W 242 B AL R (Target monitor period)
W KR ER 4 B AR ER M (Monitor period in this report)
ARG BAERAERME I (2" (B¢ MW" 5" 06" =%
# 4 (Submission of PSUR)
C. A BB JEE R & (Adverse Event collection)
[ | N EEESZSHA R RIEEM (Domestic SAE (Line Listing)
| MNIER E BB BH AR BRI Z 4 (Domestic non SAE related Adverse Event (Line
Listin
[ | gk }g’"&)\ FEBRBZMARREZMH (ROW (Rest of World) SAE (Line Listing)
n NIER EEE B A RRIEEMH (ROW non SAE related Adverse Event (Line
Listing)
N B NS A T SRR B2 A R 8 LA R 2 )3k 4 (Regional and WW
published paper and medical case (Line Listing)
D. R B RJE [E % % (Adverse Event matrix table)
4+ % (Number of events)
F1H4A %] Event type M s
(Domestic) (ROW)
BREBREHARAREREEHN (SAE)
FREEREMARRERH
(Non SAE related Adverse Event)
W (RETFREEREM A RREEMN)
Total (SAE + Non SAE related Adverse Event)




E. M 4# A & (Domestic usage calculation):
W ARk AR B N4 A B (48 B A2 Domestic usage number (User number) in
report mentioned monitor period

B 32 RREIRSHE X484 A F(4E A AE) (Total usage number until this report DLP

(User number)
B Bk s A S5 (Medical institute usage status in Taiwan)

BRARAE LA S EH 1 AB
(Name of medical (Sales number) (User number)

institute)




M = Attachment 3

‘TR BEEPAL ZFERANGBEREMIREMELERSE
“Zeltiq” CoolSculpting System 3 years PSUR summary

A. Product information

1. Product name in both Chinese Traditional and English and Registered number
B E 5P X 44 (Product name in Chinese) © “& H43” BE#E-F 4
B F 535X E 4% (Product name in English) @ “Zeltig” CoolSculpting System
W 3 (Registered number) : #4730 8 B #5 4 028216 3%
2. & &R/ A (Product model / type): BRZ-AP2-020-000 / Coolmini applicator
3. ¥ EF 3 (Registration license number in Taiwan): 4738 % Z 85 % 028216 3%

4. i#fEsE (Intended Use) : A% B 2 44 5 4548 # B¢ CoolMini Applicator 74 % %8 T (submental)
& 62 BP BN B BE BS O ) B9 SR -

5. 8 3% B % #% (Name of manufacturing site): ZELTIQ AESTHETICS, INC.
# 3% Bk (Address of Manufacturing site):

(O) 4410 Rosewood Dr Pleasanton, CA 94588, USA
(P) 5996 Gleason Drive, Dublin, CA 94568, USA

7. 83 @A A B % (Manufacturing site Country of Origin): USA
8. ¥ 335 A 75 (License holder in Taiwan): & 4 & H AR % L %o A FR A &)
9. B M4 ER& B4 & $F (Total distribution number in both ROW and Taiwan)

- 2 s
A & (Product) (Domestic) (ROW)

“Zeltiq” CoolSculpting System — Coolmini applicator

B. 4 %2 B #,37 M (Safety monitoring period): _(YYYY-MM-DD) ~ (YYYY-MM-DD)

C. 'ifi?éﬂﬁlz (RATATHREAE ) AERTRERE B ZHTHE B E(LIEE R RP
ERMMABRNERZAEREREARREFHS - AR& - BHREHFEHKRFAZ
Wt B oA & 0 A4 /R B) (Summary of medical safety monitoring (Include but not

limit to SAE (Serious Adverse Event), Non-SAE, defective medical devices, customer complaints
and other individual case’s statistics, analysis summary and root cause)

D #REAB B EZEHETRUEIEERRANGEENRERRZRGEREZNAH - B R E
B IER E R B RJE T2 45t B oA 5 % %) (Worldwide marketing status (Include but not

limit to distributed country and it sales volume, SAE and AE statistics and analysis summary)

E. BPMIAEERMRETHNEREM BN ZRBTEH(OHERRNEREMT
TRALE ~ HFTHERIAEHN - BEREMPEZRSY - BRRABANREEL T2 H
N ERFRE R BEERERA RS R R a2 PR P REEEREEFE
Z 4P~ S APEIE A R EDICHLE Z 85 %) (Action that has taken by Health authority or

Manufacturer due to product safety (Include but not limit to termination of the product, renewal of the
license is not scheduled, product sales restriction, termination of clinical study due to safety
consideration, modification of the usage, indication or applicable ethnic group, changes in cautions,




safety notices or recall notices release ...etc.)

F. SBZEERT GG E(CHELRRABEREM REMAEMZI O ETREE - BhS
M AR R FA R ChoBIME A SR 5 R A2 A B3 A 9 2 48 Bl B 3%) (Update
of Safety information changes in any country (Include but not limit to product safety related
information, adverse event due to product itself, known side effect occurred rate or severity with
significant increase ...etc.)

G BARROIEERSH LT HRRETEMMMIERART RS ERERZEWERTTR
ZXRRAE R B RABMISURR 0 ARMREN B - AT RN R B MR R BNk
#4) (Clinical study (include post-market and safety related study and/or analysis, safety related study’s

research publishing. If no related study research, kindly provide date of reference data survey,
searched data base and searching criteria)

H HE-BARoHaakE2t E(AEFLAEROAE - BRETELARYHLE - A
M WP BB 5 SRR A% @ R -4 ) (Benefit — Risk analysis and Risk
management plan (Include Unknown hazard, Exceed acceptable risk, Risk re-evaluation and
Residual risk of medical benefit)

I 48885 2 M4k (Overall Safety Evaluation)
J. #8% (Conclusion)

MEk— > BRIMEAMRGEREMEL

(Attach table 1 Table summary of medical device safety monitoring)

Ao ‘“TRH BEHTA% - BEER Coolmini applicator
B AL B B B | BAME | B | B | B4 | BsE | B | B BAm | B
R | ER | RE | FR | RE | REX | FIEH | FIER R SR
WA | BA¥ | FR | EX | AR | RRE B# B
RE | RR | RE | F#4H%
4| RFE | FH4
# | B
A8 BA 4
%3] ik
Product “Zeltiq” CoolSculpting System — Coolmini applicator
Monitor Estimate | Estimate | SAE Non- SAE | Non- Published | Published | Published | Published
Period user in user in number | SAE in SAE paper paper medical medical
Taiwan ROW in number | ROW | number | number number case in case in
Taiwan | in in inTW in ROW ™ ROW
Taiwan ROW
(YYYY-
MM-DD ~
YYYY -
MM-DD)
Reference
number for
respective
information




& = AT M AEAE A ’T%:‘ F% (Attach table 2 Medical institute usage status in Taiwan)

‘TR BEWF A% - #E4EA Coolmini applicator

BR AR L FE HEH 1 A A$

“Zeltiq” CoolSculpting System — Coolmini applicator

Name of medical institute Sales number User number




