YOUR GUIDE TO THE

SUSVIMO® IMPLANT

PROCEDURE

What is SUSVIMO (ranibizumab injection)?
SUSVIMO (ranibizumab injection) is a prescription
medicine used to treat adults with neovascular
(wet) Age-related Macular Degeneration (AMD)
and diabetic macular edema (DME) who have
responded to at least two injections of a Vascular
Endothelial Growth Factor (VEGF) inhibitor in the
gel-like part of the eye (intravitreal).

It is not known if SUSVIMO is safe and effective
in children.

Select Important Safety Information

What is the most important information | should
know about SUSVIMO
SUSVIMranibizumab injection) is delivered into
the eye using the SUSVIMG@mplant. The SUSVIMO
implant and the procedures to insert, fill, refill,
and remove the eye (ocular) implant can cause
serious side effects, including:
An eye infection (endophthalmitis).
Endophthalmitis is an infection of the eyeball

that can cause permanent damage to your

eye, including blindness. Call your healthcare
provider right away if you have increasing eye
pain, vision loss, sensitivity to light, or redness
in the white of the eye. Endophthalmitis requires
urgent (same-day) medical or surgical treatment

Please see Important Safety Information, including
Serious Side Effects, throughout this brochure as
well as the SUSVIMO full Prescribing Information
and Medication Guide



https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_medguide.pdf

I l There is more to know about preparation
and post-surgery care for the implant
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the accompanying SUSVIMQ Prescribing
Information (the section titled “How
will | receive SUSVIMQO?) for
Important Instructions.

Select Important Safety Information

After you and your retina specialist decide

. - What is the most important information |
that SUSVIMO is the right treatment for you, should know about SUSVIMO? (continued)

you can prepare for the following: SUSVIMO (ranibizumab injection) is
delivered into the eye using the SUSVIMO

implant. The SUSVIMO implant and the
Before your procedure (+ £DI7+D. 4 3 .D+4 e +De

Your retina specialist will check to make the eye (ocular) implant can cause serious

side effects, including:

sure that you have previously responded t0 . A missing layer on top of the white
at least two injections of a VEGF inhibitor. part of the eye (conjunctival erosion).

Conjunctival erosion is an area that
becomes missing (defect) in the layer

The medicine inside the SUSVIMO implant IS (conjunctiva) that covers the white part
also a VEGF inhibitor of the eye, which may result in exposure

of the implant. Call your healthcare
provider right away if you have a sudden
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Day of your procedure Efeling tha something i)s n your eye
. . oreign body sensation), if you have
The SUSVIMO Implant WI” be placeq eye discharge, or watering of the eye. O
into your eye during a one-time Surg|ca| Conjunctival erosion may require surgical Q
: . treatment )
procedure with local anesthesia. +  An opening of the layer that covers =
Instructions will be provided that can help the white part of the eye (conjunctival S
) retraction). Conjunctival retraction <
your eye heal after the procedure. You will is an opening or gaping in the layer 2
need a caregiver or someone else to bring (conjunctivay that covers tne white part O
of the eye, which may cause the implant 8
you home. to be exposed.Call your healthcare ol

provider right away if you have a sudden
feeling that something is in your eye
(foreign body sensation), if you have

After your procedure

Follow-up visits will be required by your eye discharge, or watering of the eye.
: - Conjunctival retraction may require
retina specialist after the procedure, to surgical treatment

make sure your eye has healed.

Please see Important Safety Information,
including Serious Side Effects, throughout
this brochure as well as the SUSVIMO
full Prescribing Information and
Medication Guide

e ‘
LIt Scan here or visit

susvimo.com/what-to-expect |

for important instructions following your
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Implant Procedure Guide


https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_medguide.pdf
https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.susvimo.com/what-to-expect/implant-procedure.html

Post-surgery care

After receiving your implant, your retina
specialist will give you instructions to help your
SUSVIMO-treated eye heal properly. Including:

Positioning of your head
Keep your head above shoulder level for the
rest of the day.

Sleep with your head on 3 or more pillows
during the day and night after your implant
Insertion.

How to care for your eye

Do not remove the eye shield from your eye
until you are told to by your healthcare provider.
At bedtime, continue to wear an eye shield for
at least 7 nights following the implant insertion.

Take all post-operative eye medicines as your
healthcare provider tells you to.

Do not push on the eye, rub the eye, or touch
the area of the eye where the implant is located
(underneath the eyelid in the upper and outer
part of your eye) for 30 days following the
Implant insertion.

Do not participate in strenuous activities until
1 month after the implant insertion or after
talking to your healthcare provider.

There is more to know about preparation and
post-surgery care for the implant insertion and

+Pe (+ £DI7+D +DPab+ 4 4ib -£
SUSVIM@rescribing Information (the section

titted “How will | receive SUSVIMQO”) for

Important Instructions.

Select Important Safety Information

Do not receive SUSVIMO if you:

» Have an infection in or around your eye

» Have active swelling around your eye that
may include pain and redness

» Are allergic to ranibizumab or any of the
ingredients in SUSVIMO

Talk to your healthcare provider before

receiving SUSVIMO if you have any of these

conditions.

Please see Important Safety Information,
including Serious Side Effects, throughout
this brochure as well as the SUSVIMO

full Prescribing Information and
Medication Guide

Sleep with your head on 3
or more pillows.

Ensure that you take
all post-operative eye
medicines.

._E Scan here or visit
susvimo.com/what-to-expect
'E | - for important instructions following your

Continue to wear your eye
shield for at least 7 nights
following the surgery.

Do not touch the area of the
eye or participate in strenuous
activity for at least 30 days
post-surgery.

d(-408 .D+46 -1 +Pe (+ EDPI7T+D

10100 JnoA Buninsuo) pJed uedw

sOV4


https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_medguide.pdf
https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.susvimo.com/what-to-expect/implant-procedure.html

Your new
Implant card
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Magnetic Resonance Imaging (MRI)
Mty Implant cgrd

Il Get your implant card from your

| healthcare provider after receiving

SUSVIMO and keep the card in a safe
place for future reference. This implant
card contains important information Before receiving SUSVIMO, tell your
about yOUl' SUSVIMO implant. healthcare provider about all of your

medical conditions, including if you:
e Are currently taking or have recently

Show your current and future healthcare taken medicines that lower the chance of

blood clots forming in the body, such as

prOViderS your implant card. This Is warfarin, low or regular doses of aspirin, \
Important if you need to have an MRI. + 4D+ Bl- - 43-8 f- -4 +Y |

(such as ibuprofen)

You may only receive an MRI under Are pregnant or plan to become pregnant.

RPp+Y . (D FEde F F ‘| 848 . Itzno‘ Kngynfi SUSVIMO will harm your

unborn baby. You should use birth control

the SUSVIMO implant. Your healthcare during your treatment with SUSVIMO

. . . - . and for 12 months after your last dose of
provider will review the information on SUSVIMO

the implant card and will let you know Are breastfeeding or plan to breastfeed.
It is not known if SUSVIMO passes into

If yOU ShOU|d receive an MRI. your breast milk. Talk to your healthcare
provider about the best way to feed your
baby if you receive SUSVIMO

Tell your healthcare provider about all the
medicines you take, including prescription
and overthe-counter medicines, vitamins,
and herbal supplements.

Select Important Safety Information
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Please see Important Safety Information,
There is more to know about preparation and post-surgery care for including Serious Side Effects, throughout
41D 8 (-40 .P+48 -1 +Pe (+ ADPI7T+D +DPab+ thishi®hurE ZE welt ay HesBUSVIMO
SUSVIM@rescribing Information (the section titled “How will | full Prescribing Information and
receive SUSVIMQO”) for Important Instructions. Medication Guide
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When to consultyour
retina specialist
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Seek iImmediate care from your retina
specialist if there are:

® Sudden changes in your vision
(an increase in moving Spots,
the appearance of ‘spider webs’,
f-.10 &8 od0eid. + - .. 0 RoO0.0 (

Select Important Safety Information
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e Increasing eye pain

What are other possible side effects of

. .. SUSVIMO?
° Progresswe vision loss The SUSVIMO implant and the procedures to
& .Db+4 e +Pe -1 +D RD 4ib &
o Sensitivity to ||ght implant can cause other serious side

effects, including:
i } » Tear and separation of layers of the retina
* Increased redness in the white of (rhegmatogenous retinal detachment):
This is a tear and separation of one of the
the eye layers of the retina in the back of the eye
that senses light. Call your healthcare

e A sudden sensation that something provider or go to the emergency room
- +daxi4 -S-Y 6a Y 7 .Db f-.i0 & 0
IS In yOUF eye see a curtain or veil covering part of
your vision, or have a change in, or a
e Eye discharge or watering loss of vision. Rhegmatogenous retinal
detachment requires surgical treatment
* Implant movement (implant dislocation):
Tell your healthcare provider right away
if you notice that the implant has moved
out of place. This movement may require
surgical treatment to correct

Please see Important Safety Information,
including Serious Side Effects, throughout
this brochure as well as the SUSVIMO full
Prescribing Information and

Medication Guide



https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_medguide.pdf

SUSVIMO
FAQS

1
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SUSVIMO is refilled twice-yearly
(approximately every 6 months) in
your retina specialist’s office.

The new medicine is injected
directly into the implant so you
can have continuous treatment
everywhere you go.

"i-4 171 A1 84 A 8.
If you miss a scheduled refill, call
your retina specialist as soon as
possible to reschedule. Keeping
your schedule Is important—it’s
the best way to ensure your retina
specialist can monitor your vision.

What should | do if | experience a
side effect?

If you experience any side effects,
notify your retina specialist
Immediately.

4

How can | support my loved one
who is receiving SUSVIMO?

WEW ATZ AD +be WHensomeone finds out they

have retinal disease, they may
be overwhelmed about their
treatment. You can play an
Important part in helping
manage their vision challenges
and easing their concerns. The
best ways to help are ensuring
they adhere to post-surgery
guidance and keep up with their

~ _ 4fg@ment schedule. In addition,

educate yourself about the
SUSVIMO procedures and what
to do in case of side effects.

Select Important Safety Information

What are the most common side effects of SUSVIMO?
* Blood on the white of the eye

* Eye pain

e Redness in the white of the eye

» Sensitivity to light

These are not all the possible side effects of SUSVIMO.

Call your doctor for medical advice about side effects.
You may report side effects to the FDA at 1-800-FDA-
1088. You may also report side effects to Genentech at
1-888-835-2555.

Please see Important Safety Information, including
Serious Side Effects, throughout this brochure as well
as the SUSVIMO full Prescribing Informatioand
Medication Guide

Implant Procedure Guide
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CONTINUOUS DELIVERY,

EVERYWHERE
YOU GO

Welcome to the possibilities of
twice-yearly treatment* ™

*If your retina specialist determines that it is necessary, you may Select Important Safety Information Please see Important Safety Information,
need an additional injection in the SUSVIMO-treated eye. i i i i
"In a clinical trial for wet AMD, people receiving SUSVIMO maintained . . . . mcludlng Serl_ous Sl leres,
vision as well as people on monthly ranibizumab injections at weeks What is the most important information | throughout this brochure as well as the
36 and 40(-jln_ a clinical tr|:a| for DMIE, people L?ceivint? SUS\éIMO should know about SUSVIMO? SUSVIMO full Prescribing Information
maintained vision as well as people on monthly ranibizuma . SR - g .
T - SU_SVIMO_ (ranlblzumab_lnjectlon) IS and Medication Guide
There was a temporary decrease in vision following the SUSVIMO delivered into the eye using the SUSVIMO
procedure; however, your vision will return to normal as your eye implant. The SUSVIMO implant and the

recovers from the procedure.

—

(+ £PI7+D. 4 8 .D+4 e +Pe -
remove the eye (ocular) implant can

cause serious side effects, including:
E ili'i'.ﬁ_l_ﬂ An eye infection (endophthalmitis).

Endophthalmitis is an infection of the

Visit susvimo.com to learn more eyeball that can cause permanent
E bout SUSVIMO ' ' '
abou damage to your eye, including blindness.
Call your healthcare provider right away
SUSVIMO and the SUSVIMO logo are registered if you have increasing eye pain, vision

trademarks of Genentech, Inc. ce : .
© 2025 Genentech, Inc., 1 DNA Way, South San I?]SS’ i(_anSIthVIr:y 1o “ng]Et’ dor ridr? eISS_ I.n
Francisco, CA 940804990. the white of the eye. Endophthalmitis
All rights reserved. requires urgent (same-day) medical or
M-US-00015142(v4.0) 03/25 surgical treatment


https://www.gene.com/download/pdf/susvimo_prescribing.pdf
https://www.gene.com/download/pdf/susvimo_medguide.pdf
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+,%+/,*+76 2) 35(6&5,%,1* ,1)2508$7,21 7KH UHFRPPHQGHG GRVH RI 6869,02 UDQLEL]
7KHVH KLJKOLJKWV GR QRW LQFOXGH DOO WKH LQIRUPDRILRIQ QHHGHG/RIKRXXMMIRQ FRQWLQXRXVO\
6869,02 VDIHO\ DQG HIIHFWLYHO\ 6HH IXOO SUHVFUIBEQ02 QIRIPDOW. RQWRUUHILOOV HYHU\  ZHH
6869,02 PRQWKYV

) X 6XSSOHPHQWDO WUHDWPHQW ZLWK PJLQW
6869,02 UDQLEL]XPDE LQMHFWLRQ IRU LQWUDYLWUBDO 4V ¥ DPQ4868 HOEHG LQ WKH DIIHFWHG H\H
REXODU LPSODQW X 3HUIRUP WKH LQLWLDO LPSODQWDWLRQ UHIL
,QLWLDO 8 6 $SSURYDO QHFHVVDU\ SURFHGXUHV XQGHU VWULFW DVF

$51,1* (1'23+7+$/0,7,6 '26$ bL 506 $l 675(1*7+6
6HH IXO0 SUHVFULELQJ LQIRUPDWLRQ|IRU FRRJMQHW ERIHG ZPPRYRSXWLRQ LQO D VLQJOH GR

7KH 6869,02 LPSODQW KDV EHHQ DVVRFLDWHG ZLWK DQ XS WR IROG K3 JKdhUq1' 257,216
UDWH RI HQGRSKWKDOPLWLY WKDQ PRQWKO\ LQV\‘(UDZYIJ‘%LH—IJDQULQM F'Q‘N% RLQIHFWLRQV

UDQLEL] X $FWLYH LQWUDRFXODU LQIODPPDWLRQ
5(&(17 0$-25 &+$1*(6 X +\SHUVHQVLWLYLW\

,QGLFDWLRQV DQG 8VDJH 'LDEHWLF ODFXODU (GHPD '0(

,QGLFDWLRQV DQG 8VDJH 'LDEHWLF 5HWLQRSDWK\ '5 :$51,1%6 $1' 35(&$87,216

'RVDJH DQG $GPLQLVWUDWLRQ 7KH 6869,02 LPSODQW DQG RU LPSODQW UHOD

:DUQLQJV DQG 3UHFDXWLRQV DVVRFLDWHG ZLWK HQGRSKWKDOPLWLY UKHJ

LPSODQW GLVORFDWLRQ VHSWXP GLVORGJHP

,1',8$7,216 $1' 86%*( FRQMXQFWLYDO UHWUDFWLRQ FRQMXQFWLYD

6869,02 UDQLEL]XPDE LQMHFWLRQ LV D YDVFXODU BR\GRWKWMY IMKRIORZEMK LQY¥WHXYFWHG WR UHSF

9(*) LQKLELWRU LQGLFDWHG IRU WKH WUHDWPHQWDRMVRFWD WOI® VZZWKKWKHVH HYHQWYV ZLWKRXW

x 1HRYDVFXODU ZHW $JH UHODWHG ODFXODU 'HJHRHIFARIORBD @I HAHRQMDRA EH UHTXLUHG
SUHYLRXVO\ UHVSRQGHG WR DW OHDVW WZR LXQ WILLIWU MR OHIPRM KK\ IR Q YHRISR WDYL O\ GLVFR
LQKLELWRU PHGLFDWLRQ SULRU WR WKH LPSODQW LQVHU

X 'LDEHWLF ODFXODU (GHPD '0( ZKR KDYH SUHYLRXV®WWUHRXSRHPHRG WD DY 9LWUHFWRP\ PD\ EH
OHDVW WZR LQWUDYLWUHDO LQMHFWLRQV RI R 96RWROKEEUWRUYH '"HFUHDVH LQ 9LVXDO $FXLW

X 'LDEHWLF 5HWLQRSDWK\ '5 ZKR KDYH SUHYLRXVRVXDHYSRRBENUW R VMU OHDY W UVW WZR SRVWI
WZR LQWUDYLWUHDO LQMHFWLRQV RI D 9(*) LQKLELWRU

$'9(56( 5($&7,216
'26%*( $1' $'0,1,675%7,21 7KH PRVW FRPPRQ DGYHUVH UHDFWLRQV - Zt
X )RU LQWUDYLWUHDO XVH YLD 6869,02 RFXODU ERQMBQAWWLYDO K\SHUHPLD LULWLV H\H SDLQ |
X 1HRYDVFXODU ZHW $JH UHODWHG ODFXODU 'HNI\FHIRW LIRHP YU KPI H
'LDEHWLF ODFXODU (GHPD '0(
7KH UHFRPPHQGHG GRVH RI 6869,02 UDQLEL]XPDEHIRMHEWBRIY&I( $PA56( 5(8&7,216 FRQWDFW

P/ RI PJ P/ VROXWLRQ FRQWLQXRXVO\ GHOLYHUHBUyL'S WWH )'$ RU ZZZ 1GD JRY P}
6869,02 LPSODQW ZLWK UHILOOV HYHU\ ZHHNV DSSUR[LPDWHO\
PROWKYV 6HH ~TRU 3$7,(17 &2816(/ 1* ,1)250$7,21 DQG OHG
*XLGH

X 'LDEHWLF 5SHWLQRSDWK\ '5 5HYLVHG
BBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBBEBBEBBBEBBBEBBBBBBBBBBBBBBBBBBBBBBBBBBBBBB

Y8// 35(6&5,%,1* ,1)250$7,21 &217(176 &RQMXQFWLYDO (URVLRQ RU SHWUDFWLRQ
&RQMXQFWLYDO %OHE
:$51,1* (1'23+7+%$/0,7,6 3RVWRSHUDWLYH '"HFUHDVH LQ 9LVXDO $F
,1',8%$7,216 $1' 86$*( $LU %XEEOHV &DXVLQJ ,PSURSHU )LOOLQJ
1HRYDVFXODU :HW $JH 5HODWHG ODFXODU 'HJHOQHOBWWRR Q3RU ORYHPHQW RI WKH ,PSODOQ
'LDEHWLF ODFXODU (GHPD '0( $'9(56( 5($&7,216
'LDEHWLF 5SHWLQRSDWK\ '5 &OLQLFDO 7ULDOV ([SHULHQFH
"26$*( $1' $'0,1,675%$7,21 86( ,1 63(&,),& 3238/$7,216
*HQHUDO ,QIRUPDWLRQ 3UHJQDQF\
1HRYDVFXODU :HW $JH 5HODWHG ODFXODU 'HJHOQBIRWBMWRRQ $0' DQG
'‘LDEHWLF ODFXODU (GHPD '0( YHPDOHYV DQG ODOHV RI 5SHSURGXFWLYH 3F
'LDEHWLF 5SHWLQRSDWK\ '5 3HGLDWULF 8VH
6XSSOHPHQWDO 7UHDWPHQW ZLWK ,QWUDYLWUHD& BN ELFX®DHE ,QMHFWLRQ
2FXODU ,PSODQW ,QLWLDO )LOO "(6&5,37,21
2FXODU ,PSODQW ,QVHUWLRQ &/,1,8&%/ 3+$508&2/2*<
2FXODU ,PSODQW 5HPRYDO OHFKDQLVP Rl $FWLRQ
2FXODU ,PSODQW 5HILOO ([FKDQJH 3URFHGXUH 3KDUPDFRNLQHWLFV
'"HOD\HG RU OLVVHG 'RVHV ,PPXQRJHQLFLW\
'RVDJH S5HILOO ([FKDQJH ORGLILFDWLRQV IR U $TRYHI &/ 52D, RVELRQ V
"26$*( )2506 $1' 675(1*7+6 &DUFLQRJHQHVLY OXWDJHQHVLV ,PSDLU
&2175%,1',8&%$7,216 &/,1,&%/ 678',(6
2FXODU RU 3HULRFXODU ,QIHFWLRQV 1HRYDVFXODU :HW $JH 5HODWHG ODFXOTC
$FWLYH ,QWUDRFXODU ,QIODPPDWLRQ 'LDEHWLF ODFXODU (GHPD '0(
+\SHUVHQVLWLYLW\ 'LDEHWLF 5SHWLQRSDWK\ '5
'$51,1*6 $1' 35(&$87,216 +2: 6833/,(' 6725$*( $1' +$1'/,1*
(QGRSKWKDOPLWLYV +RZ 6XSSOLHG
5KHIJPDWRJHQRXV SHWLQDO '"HWDFKPHQW 6WRUDJH
,PSODQW 'LVORFDWLRQ +DQGOLQJ
6HSWXP 'LVORGJHPHQW 3$7,(17 &2816(/,1* ,1)250$7,21

9LWUHRXV +HPRUUKDJH



6HFWLRQV RU VXEVHFWLRQV RPLWWHG IURP WKH IXOO SUHVFULELQJ LQIRUPDWLRQ DUH QRW
OLVWHG
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)8// 35(6&5,%,1* ,1)250%$7,21

"$51,1* (1L'23+7+$/0,7,6

7KH 6869,02 LPSODQW KDV EHHQ DVVRFLDWHG ZLWK|DQ XS W
HQGRSKWKDOPLWLY WKDQ PRQWKO\ LQWUDYLWUHDJ LQMHFV
HYHQWY ZHUH DVVRFLDWHG ZLWK FRQMXQFWLYDO UHWUDFW
FRQMXQFWLYD PDQDJHPHQW DQG HDUO\ GHWHFWLR® ZLWK V
UHWUDFWLRQV RU HURVLRQV PD\ UHGXFH \&RI® W UD N CR3 LHFQ G/H
'DUQLQJV DQG 3UHFDXWLRQV @

1',&$7,216 $1' 86%*(
1HRYDVFXODU ZHW $JH UHODWHG ODFXODU 'HJHQHUDWLR

6869,02 UDQLEL]XPDE LQMHFWLRQ LV LQGLFDWHG IRU WKH V
ZHW $JH UHODWHG ODFXODU '"HIHQHUDWLRQ $0' ZKR KDYH
LOQWUDYLWUHDO LQMHFWLRQV RI D 9DVFXODU (QGRWKHOLDO

'LDEHWLF ODFXODU (GHPD '0(

6869,02 UDQLEL]XPDE LQMHFWLRQ LV LQGLFDWHG IRU WKH V
ODFXODU (GHPD '0( ZKR KDYH SUHYLRXVO\ UHVSRQGHG WR L
9DVFXODU (QGRWKHOLDO *URZWK )DFWRU 9(*) LQKLELWRU P

'LDEHWLF 5SHWLQRSDWK\ '5

6869,02 UDQLEL]XPDE LQMHFWLRQ LV LQGLFDWHG IRU WKH V
SHWLQRSDWK\ '5 ZKR KDYH SUHYLRXVO\ UHVSRQGHG WR DW
9DVFXODU (QGRWKHOLDO *URZWK )DFWRU 9(*) LQKLELWRU P

'26$*( $1' $'0,1,675%$7,21
*HQHUDO ,QIRUPDWLRQ
YRU ,QWUDYLWUHDO 8VH YLD 6869,02 RFXODU LPSODQW

7KH 6869,02 LQLWLDO ILOO DQG RFXODU LPSODQW LQVHUWLR
SHUIRUPHG XQGHU DVHSWLF FRQGLWLRQV E\ D SK\VLFLDQ HJ:
6869,02 RFXODU LPSODQW PXVW EH VXUJLFDOO\ LPSODQWHG
PHGLFDOO\ QHFHVVDU\ LQ DQ RSHUDWLQJ URRP XVLQJ DVHS'
IRU 8VH DQG WKH VWDQGDUGL]J]HG VWHSVY WR RSWLPL]JH VXUJL

6869,02 UHILOO H[FKDQJH SURFHGXUHYV PXVW EH SHUIRUPHG
SK\VLFLDQ H[SHULHQFHG>MHRSRWXIHOP QB \$>CWPILHQUUL\WVWUDWLRQ

'R QRW DGPLQLVWHU 6869,02 UDQLEL]XPDE LQMHFWLRQ DV I
VXEVWLWXWH 6869,02 UDQLEL]XPDE LOQMHFWLRQ ZLWK RWKH



,OLWLDO )LOO 2QH 6869,02 LQLWLDO ILOO QHHGOH JDXJH
LV LQFOXGHG $ PLFURQ VWHULOH ILOWHU QHHGOH JDXJ}
DUH QHHGRMVE EQRMOXGHG

5HILOO ([FKDQJH 2QH 6869,02 UHILOO QHHGOH JDXJH ZLW}
FDS LV LQFOXGHG $ PLFURQ VWHULOH ILOWHU QHHGOH
VIULQJH DUHQRYH GE BOBOGM G

1HRYDVFXODU :HW $JH 5HODWHG ODFXODU 'HJHQHUDWLF
(GHPD '0(
7KH UHFRPPHQGHG GRVH RI 6869,02 UDQLEL]XPDE LQMHFWLR
VROXWLRQ FRQWLQXRXVO\ GHOLYHUHG YLD WKH 6869,02 RFX
HYHU\ ZHHNV DSSUR[LPDWHO\ PRQWKYV

'LDEHWLF S HWLQRSDWK\ '5
7KH UHFRPPHQGHG GRVH RI 6869,02 UDQLEL]XPDE LQMHFWLR
VROXWLRQ FRQWLQXRXVO\ GHOLYHUHG YLD WKH 6869,02 RFX
HYHU\ ZHHNV DSSUR[LPDWHO\ PRQWKYV

6 XSSOHPHQWDO 7UHDWPHQW ZLWK ,QWUDYLWUHDO 5DQLI
6 XSSOHPHQWDO WUHDWPHQW ZLWK PJ P/ RI PJ P/ LC
PD\ EH DGPLQLVWHUHG LQ WKH DIITHFWHG H\H ZKLOH WKH 686
QHFHWWBIUW\ &OLQLFDO 6WXGLHYV @

2FXODU ,PSODQW ,QLWLDO )LOO
7KH LPSODQW LQLWLDO ILOO SURFHGXUH PXVW EH SHUIRUPH
VXUJHHRVDJIH DQG $GPLQLYKMHDMIARMQW Z&OO EH ILOOHG XVlI
WHFKQLTXH ZLWK P/ Rl 6869,02 UDQLEL]XPDE LQMHFWLRQ
LQWR WKH SDMWHH'QRWBHVHDD G $GPLQLVWUDWLRQ @

SHIHU WR WKH FRPSOHWH 6869,02 ,QVWUXFWLRQV IRU 8VH IR
LQFOXGHG LQ WKH LQVHUWLRQ WRRO DVVHPEO\ FDUWRQ IRU

8VH DVHSWLF WHFKQLTXH WR FDUU\ RXW WKH IROORZLQJ SUF
LPSODQW LOQWR WKH SDWLHQW(TV H\H
6WHS *DWKHU WKH VXSS$SOLHVY QHHGHG
X 2QH 6869,02 RFXODU LPSODQW ZLWK
LQVHUWLRQ WRRO DVVHPEO\ LQFOXGHG
Xx 2QH 6869,02 LQLWLDO IJOO QHHGOH
JDXJH ZLWK LQWHJUDWHG P ILOWHU
ZLWK EOXH FDS LQFOXGHG
X 2QH 6869,02 UDQLEL]XPDE LQMHFWLRQ
PJ P/ YLDO LQFOXGHG
X 2QH VWHULOH PLFURQ|ILOWHU QHHGOH
JDXJH LQFI QRW LQFOXGHG




X 2QH VWHULOH
LOQFOXGHG
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6WHS ,QVSHFW WKH 6\U
X ,QVSHFW WKH VV\ULQJH I
HQVXUH WKDW QR DLU E
YLIXUH

.| DLU EXEEOHV DUH SU
UHPRYH DLU IURP WKH \

X

IRWVH WKH V\ULOBHOZXEWHKM Q

UHPRYLQJ DOO DLU WR
GU\LQJ LQ WKH QHHGO
IORZ

'R QRWH WKH LQLWLDQG
QHHGOH LV FORJJHG

No air
bubble
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VIULQJH ZKLOH LQVHUWLGQ
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x :LWK WKH VIULQJH ORD{(
WKH LQLWLDO ILOO QHH
SHQHWUDWLQJ WKH LPS

J)LIXUB\ULQJH ZLWK LQL

LQWR W

WLDO ILC

LOQOVHUWHG WKURXJK WKH LPSO
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)LOO 2FXODU ,PSODQW ZLWK

6869,02 UDQLEL]XPDE LQMHFWLRQ 8QGHU

OLFURVFRSH

x 8QGHU WKH PLERRGFRGHVYV

6869,02 UDQLEL]XPDE L
WKH RFXODU LPSODQW
FDUULHU XSZDUGV VHH

X TKH RFXODU LPSODQW V

DSSUR[LPIWWHOVHRMRR GWO !
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EHIRUH FRQWLQXLQJ WR
LPSODQW

&RQWLQXH ILOOLQJ WKH R
WKH LPSODQW LV FRPSOQOHMW
VROXWLRQ DQG DOO DLU K
HYLGHQFHG E\ D GRPH RI C
IRUPHG DW WKH WLS RI|WK
UHOHDVH FRQWURO HOHPH

JLIXUHRPH RI GUXJ VROXWLRQ IR
WLS RI LPSODQW DV YLHZHG XQGl!




6WHS ,QVSHFW WKH )LO
8QGHU WKH OLFURVFRSH

X, QUSHFW WKH REXODU LP
PLFURVFRSH WR HQVXUH
LV FRPSOHWHO\ IXOO0 RI
JLIXUH

IRWHLQLPL]H DLU EXEEOH
LPSODQW UHVHUYRLU
VORZHU GUXJ UHOHDYV
SUHVHQW LW PXVW EH
WKH ZLGHVW GLDPHWH
H[FHVV DLU IG/RRER\M UN
RFXODU LPSODQW

1RWH 1R PRUH WKDQ Pl
EHWZHHQ WKH LQLWLD
DQG WKH LQVHUWLRQ
H\WR HQVXUH WKDW W
HOHPHQW UHPDLQV VD
6869,02 UDQLEL]XPDE
6869,02 UDQLEL]XPDE
GULHV LQ WKH UHOHD
LPSODQW PD\ QRW UH(
SURSHUO\ LQWR WKH Y
LQVHUWLRQ

OHG 2FXODU ,PSODQW

No air bubble
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6WHS 60LGH WKH ,QVHUW
LOQOWR WKH &DUULHU

x 60LGH WKH LQVHUWLRQ| W v K H
JXLGH FKDQQHO RI WKH|FD i KDW
ERWK FRPSRQHQWYV DUH ID
YLIXUH

x 3XVK WKH KDQGOH IRUZDU )
JR LOWR WKH JULSSHU WLS )

JLIXUH QVHUW WKH KDQGOH LQWR

1RWR QRWWKGUDZ WKH KDQGOH DQGWRRO FDUULHU
LPSODQW XQWLO WKH| H\H LV UHDG\ IRU
LQVHUWLRQ &RQWDF
LPSODQW DQG DQ\ VX
HYHQ ZLWKLQ WKH VW
UHVXOW LQ WKH LQWU
IRUHLJQ ERG\ LQWR W

J)LIXUHXOO\ LQVH

2FXODU ,PSODQW ,QVHUWLRQ
6869,02 RFXODU LPSODQW LQVHUWLRQ LV D VXUJLFDO SURFH
URRP 7KH SURFHGXUH PXVW EH SHUIRUPHG XQGHU DVHSWLF
YLWUHR UHWLVGHMO' *XDIMWD\QG $GPLQLVWUDWLRQ @

7KH RFXODU LPSODQW LV ILOOHG ZLWK 6869,02 UDQLEL]XPDE
LQVHUWLRRUH WKDQ PLQXWHYVY VKRXOG SDVV EHWZHHQ WKF
DQG WKH LQVHUWLRQ LQWR WKH SDWLHQWTYV H\H

$IWHU SODFLQJ DQ LQIXVLRQ OLQH LQ WKH H\H FUHDWH DW
DQG 7HQRQYV FDSVXOH FHQWHUHG DURXQG WKH VHOHFWHG ¢
VXSHUR WHPSRUDO TXDGUDQW 3HUIRUP FDUHIXO FRQMXQFW
VFOHUD DQG JHQHURXV XQGHUPLQLQJ RI 7THQRQYV FDSVXOH
LPSODMHW 'RVDJH DQG $GPLBVVYQUDWLIOG EOD@H FUHDWH D |
GLVVHFWLRQ RI WKH VFOHUD PP IURP WKH OLPEXV XQWLO W
WDUJHW VFOHUDO LQFLVLRQ OHQJWK RI PP 8VLQJ D QP
RYHUODSSLQJ ODVHU VSRWV VWDUWLQJ DW P: PV DORC
SODQD DQG UHSHDW XQWLO FRPSOHWH DEODWLRQ LV DFKLHY
WKURXJK WKH FHQWHU Rl WKH VFOHUDO GLVVHFWLRQ WR RS
WRRO WR VORZO\ LQVHUW WKH 6869,02 LPSODQW LQWR WKH \
WKH JOREH HQVXULQJ WKDW WKH ORQJ D[LV Rl WKH LPSODQ
SDUV SODQD LQFLVLRQ 8VLQJ WKH FORVHG JULSSHU WLSV R
DJDLQVW WKH VFOHUD &OHDQ DQ\ UHVLGXDO YLWUHRXV DUR
ERWK 7THQRQYV FDSVXOH DQG FRQMXQFWLYD XVLQJ VFOHUDC



HQVXULQJ FRPSOHWH FRYHUDJH RI WKH LPSODQW IODQJH 5H
IRU 8VH IRU WKH LQLWLDO ILOO DQG LPSODQW SURFHGXUH L
IXUWKHU GHWDLOV

2FXODU ,PSODQW 5HPRYDO
SHPRYDO RI WKH 6869,02 RFXODU LPSODQW LV D VXUJLFDO Sl
RSHUDWLQJ URRP 7KH SURFHGXUH PXVW EH SHUIRUPHG XQG
HISHULHQFHG LQ YLWUHRWRWUEQ DI GXIGPILUQLVWUDWLRQ C

$IWHU SODFLQJ DQ LQIXVLRQ OLQH LQ WKH H\H FUHDWH DW
DQG 7THQRQTV FDSVXOH DURXQG WKH 6869,02 RFXODU LPSODZC
RU VFDU WLVVXH WKDW PD\ KDYH IRUPHG RYHU WKH LPSODQV
IRUFHISWYK WKH H[SODQW WRRO RULHQWHG SHUSHQGLFXODU W
WKH ORQJ D[LV Rl WKH LPSODQW IODQJH DQG JUDVS XQGHUQ
VHFXUHG LQ WKH H[SODQW WRRO SXOO WKH LPSODQW IURP
YLWUHRXV SURODSVH SUHVHQW ZLWKLQ RU DURXQG WKH VFO
WKH VFOHUDO LQFLVLRQ ZLWK PXOWLSOH QRQ DEVRUEDEOH
FRQMXQFWLYD WR FRPSOHWHO\ FRYHU WKH VFOHUDO LQFLVL
IRU WKH LPSODQW UHPRYDO SURFHGXUH LQFOXGHG LQ WKH F

2FXODU ,PSODQW 5HILOO ([FKDQJH 3URFHGXUH
7KH 6869,02 RFXODU LPSODQW UHILOO H[FKDQJH SURFHGXUH
FRQGLWLRQV E\ D SK\VLFLDQ H[SHWVHHQRY® 1K) RGE\$KEPOOQL¥W
@KLV LQFOXGHV WKH XVH RI D VXUJLFDO PDVN VWHULOH

3ULRU WR DQG DIWHU WKH UHILOO H[FKDQJH SURFHGXUH SH
LQGLUHFW RSKWKDOPRVFRS\ WR LQVSHFW WKH LPSODQW LQ
LI GLVORGJHPHQW RI WKH LPSOHHOM JKHIFW XD &6 V. RFEFXQIM B Q
SUHFDXWLRQV @

.l WKH VHSWXP KDV GLVORGJHG DQ\ IXUWKHU UHILOO H[FKDC
EHFDXVH QRUPDO GHYLFH IXQFWLRQLQJ FDQQRW EH DVVXUHC
UDQLEL]XPDE LQMHFWLRQ IROORZLQJ VHSWXP GLVORGJHPH:
EHQHILW RI WKH UHPRYDO SURFHGXUH RXWZHLJK WKH ULVN

6WHS *DWKHU WKH VXSS$SOLHVY QHHGHG
X 2QH 6869,02 5HILOO 1HHGOH JDXJH
ZLWK D PLOQWHIJUDWHG ILOWHU ZLWK FOHDU
FDS LQFOXGHG
X 2QH 6869,02 UDQLEL]XPDE LQMHFWLRQ
PJ P/ YLDO LQFOXGHG
X 2QH VWHULOH P/ IXHQRYWRFN VAULQJH
LQFOXGHG
X 2QH VWHULOH PLFURQ|ILOWHU QHHGOH
JDXJH [ 0 QRW LQFOXGHG




$GGLWLRQDO PDWHULDOV
SURFHGXUH EXW DUH QRW
X $QHVWKHWLF RSKWKDO
X 2SKWKDOPLF EURDG VSt
VROXWLRQ

&RWWRQ WLSV DQG JDX
6WHULOH SRZGHU IUHH
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ILG VSHFXOXP
ODJQLILFDWLRQ VXFK D
7DVN OLJKWLQJ
,QGLUHFW RSKWKDOPRWV
6WHULOR SSNIDRIHDUWH L O Q
SURFF

X X X X X X X X
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x 3ULRU WR XVH LQ WKH Fk
SDFNDJLQJ RI WKH FRPSRG!
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GURSSHG GDPDJHG RU
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DQG SODFH RQWR VWHULO}

BWHS ,QVSHFW 6869,02
LOQMHFWLRQ

X 9LVXDOO\ LQVSHFW WKH FRQWHQWYV RI WKH

6869,02 UDQLEL]XPDE L
IRU SDUWLFXODWH PDW

X 6869,02 VKRXOG EH FRO
EURZQ

'R QRWH LI SDUWLFXODWH FORXGLQHVV RU
GLVFRORUDWLRQ DUH YLVLEOH

UDQLEL]XPDE

QMHFWLRQ YLDO
WHU DQG GLVFRORUDWLRQ

RUOHVVY WR SDOH

UHTXLUHG WR SHUIRUP WKH



6WHS SDWLHQW 3UHSDU
'LODWH WKH SXSLO RI

LQGLUHFW RSKWKDOP

LPSODQW DQG LWV FR
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SXSLO
f WR f DQJOH
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ILOWHU QHHGOH LQWR \

RQ YLDO WKURXJK WKH
VKH VIULQJH

6WHS 5HPRYH $LU IURP

LWK WKH ILOWHU QHHG
VV\ULQJH ZLWK WKH QHH

, ] WKHUH DUH DQ\ DLU E
VIVULQJH ZLWK \RXU ILQJ
ULVH WR WKH WRS )LJX

BORZO\ SXVK WKH SOXQ
DLU LV H[SHOOHG IURP
QHHGOH

W LV LPSRUWDQW WR
GUXJ DV SRVVLEOH L(Q
UHILOO WKH LPSODQW

SHPRYH DQG SURSHUO\
QHHGOH DIWHU DLU LV
VAULQJH

X

S

6\U

OH KH
G O

XE '"KH
HU \%

UH

JHL I K H
W K

)\

GLVSRVH R)LIXUHLowHU
UHPRYHG IURP WKH

6WHS $WWDFK 6869,02 5
'R QRWH WKH ILOWHU QHH

x SWWDFK WKH 6869,02 UH
RQWR WKH V\ULQJH E\ V
RQWR WKH /XHU ORFN
WKDW WKH UHILOO QHH
VIULQJH

&DUHIX0OO\ UHPRYH WKH
VWUDLJKW RIl WR DYRL/
FDQQXOD

X 'R QRRWSH WKH QHHGOH

0Q

KH

OH

DV




6WHS
6\ULQJH DQG $GMXVW "UX

'LWK WKH UHILOO QHHG
VIULQJH ZLWK WKH QHH

, ] WKHUH DUH DQ\ DLU E
VIULQJH ZLWK \RXU ILQJ
ULVH WR WKH WRS VHH
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60RZ0O\ SXVK WKH SOXQ
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GRVH WR DYRLG GUXJ
WKH QHHGOH DQG LPS

VROXWLRQ GU\LQJ LQ
HGLQJ IOXLG IORZ

'R QRWH WKH UHILOO QHHGOH RU VAULQJH
LIl WKH QHHGOH LV FORJJHG

6WHS 6WDELOL]H WKH |
UHILOO QHHGOH

IRWBHHUIRUP WKH UHILOO |H[F
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6WHS ,QVHUW WKH 5HIL
IRWHVHUW QHHGOH DW W
LPSODQW VHSWXP DQC
WKH LPSODQW WR HQV
IXOR QFPWBQHXYHU LI V
UHVLVWDQFH DV LW ZL

'R QRRWH D EHQW UHILOO ¢
RU LI GDPDJH LV VXVSHFW

X 7DUJHWLQJ WKH FHQWH
VHSWXP LQVHUW WKH U
SHUSHQGLFXODUO\ WKU
DQG LQWR WKH LPSODQ
s ,] HIFHVVLYH UHVLVW

UHILOO QHHGOH 2ULH

'R QRMWZLVW ZKHQ HQF

FROQMXQFWLYD DQG 7t
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VHSWXP RI WKH GHYL
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6WHS 5HILOO WKH 68609
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VHFRQMGR DYRLG SUHVVX
LPSODQW UHVHUYRLU 7
UHILOO QHHGOH PXVW U
WKH FROQMXQFWLYD WKU
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WKH UHILOO QHHGOH 10
VHH )LIJXUH
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reservior

YLIXUH

UH

H




x ,| IOXLG LV QRW REVHUYHG FROOHFWLQJ LQ WKH
UHILOO QHHGOH IOXLG FROOHFWLRQ UHVHUYRLU
VWRS LOQOMHFWLQJ DQG HQVXUH WKH UHILOO QHHGDH
LV LQVHUWHG LQWR WKH FHQWHU RI WKH LPSODQW
VHSWXP DW D SHUSHQGLFXODU DQJOH DQG WKH
VRIW VWRS LV LQ FRQWPFW ZLWK WKH
FRQMXQFWLYD

Xx $GPLQLVWHU DOO RI WKH VI\ULQJH FRQWHQWYV LQ
RUGHU WR DFKLHYH WKH WDUJHW UHSODFHPHQW
UDQLEL]XPDE FRQFHQWUDWLRQ LQ WKH LPSODQW
UHVHUYRLU

6WHS 'LWKGUDZ WKH 6\UlI

X :LWKGUDZ WKH V\ULQJH|S - H
JOREH WR DYRLG GDPDJLC
YLIXUH

x $ FRWWRQ WLSSHG DSSOL R
SURYLGH FRXQWHU WUDF\ FWLYD

GXULQJ QHHGOH ZLWKGUL

YLIXUH

6WHS 'LVSRVH RI WKH §VHG &RPSRQHQWYV

x 'R QRMAFDS WKH QHHGOH RU GHWDFK LW IURP
WKH VM\ULQJH 'LVSRVH RI WKH XVHG VV\ULQJH
WRIJHWKHU ZLWK WKH UHILOO QHHGOH LQ D VKDUSV
GLVSRVDO FRQWDLQHU RU LQ DFFRUGDQFH ZLWK
ORFDO UH"

6WHS SHUIRUP ,QGLUHRFW 2SKWKDOPRVFRS\

X 3BHUIRUP GLODWHG LQGLUHFW RSKWKDOPRVFRS\
DQRG vOLW ODPS H[DP DV QHHGHG WR HQVXUH
FRQWLQXHG SURSHU SRVLWLRQ RI WKH LPSODQW
DQRQG LWV FRPSRQHQWY |[HJ VHSWXP LQ WKH
YLWUHRXV FDYLW\ DQG WR H[DPLQH IRU
FRPSOLI

'HOD\HG RU OLVVHG 'RVHYV
JRU SDWLHQWYV ZLWK $0' RU '0( LI D SODQQHG GRVH UHILOO
LOMHFWLRQ LV PLVVHG LW VKRXOG EH DGPLQLVWHUHG DV V
HIFKDQJH SURFHGXUHV VKRXOG EH SHUIRUPHG ZHHNV DSS



JRU SDWLHQWYV ZLWK '5 LI D SODQQHG GRVH UHILOO H[FKDQ
LV PLVVHG LW VKRXOG EH DGPLQLVWHUHG DV VRRQ DV SRVYV
SURFHGXUHV VKRXOG EH SHUIRUPHG ZHHNV DSSUR[LPDWH

'‘RVDJH 5HILOO ([FKDQJH ORGLILFDWLRQV IRU $GYHUVH ¢

7TDEOH GHVFULEHY GRVDJH PRGLILFDWYRBVDRQMBHNFDIQGE D
SUHFDXWLRRVGRV@WJIH UHGXFWLRQV IRU 6869,02 DUH UHFRPPH

/TDEOH 'RVDJH 5HILOO ([FKDQJH ORGLILFDWLRQV IRU $GYH
$GYHUVH 5HDFWLR|QV 'RVDJH QRGLILFD
,OQWUDRFXODU- FHOO' 'LWKKROG (H[FKD

6LIKW WKUHDWHQLQJ HYHOQMWKHKIRDG GRVH UHILOO H[FKDQJI
UKHIJPDWRJHQRXV UHWLQPO GHWDFKPHQW YLWUHRXYV
KHPRUIXQH[SODLQHG Y

/IREDO LCFH HLWI :LWKKROG (H[FKEC
,QIHFWLRXV H( LWKKROG (H[FKEC
6HYHUH V\VWE :LWKKROG (H[FKEC
2EVHUYHG GDPDJH WR WKH LPSODQW 'LWKKROG GR\

6869,02 LPSODQWVHHPRYDOH DQG
$GPLQLVW ‘

'26$*( )2506 $1' 675(1*7+6

,QMHFWLRQ PJ P/ FOHDU WR VOLJKWO\ RSDOHVFHQW FRC
VLQJOH GRVH YLDO

&2175%,1',&%$7,216
2FXODU RU BSHULRFXODU ,QIHFWLRQV

6869,02 UDQLEL]XPDE LQMHFWLRQ LV FRQWUDLQGLFDWHG L«
LOQIHFWLRQV

$FWLYH QWUDRFXODU ,QIODPPDWLRQ
6869,02 UDQLEL]XPDE LQMHFWLRQ LV FRQWUDLQGLFDWHG L«
LQIODPPDWLRQ

+\SHUVHQVLWLYLW\
6869,02 UDQLEL]XPDE LQMHFWLRQ LV FRQWUDLQGLFDWHG L«
UDQLEL]XPDE SURGXFWYV RU DQ\ RI WKH H[FLSLHQWYV LQ 6869,

:$51,1*6 $1' 35(&%$87,216
7KH 6869,02 LPSODQW DQG RU LPSODQW UHODWHG SURFHGXU
HQGRSKWKDOPLWLY UKHIJPDWRJIJHQRXV UHWLQDO GHWDFKPH(¢
YLWUHRXV KHPRUUKDJH FRQMXQFWLYDO HURVLRQ FRQMXOQF
SDWLHQWY VKRXOG EH LQVWUXFWHG WR UHSRUW DQ\ VLJIQV I
HYHQWY ZLWKRXW GHOD\ ,Q VRPH FDVHV WKHVH HYHQWYV FD



WKH WLVVXH RYHUO\LQJ WKH LPSODQW IODQJH VKRXOG EH PI
LQVHUWLRQ DQG UHILOO H[FKDQJH SURFHGXUHV WR SHUPLW
QHFHVVDU\ 6SHFLDO SUHFDXWLRQV QHHG WR EBWABINHQ ZKH
+RZ 6 XSSOLHG 6WRUDJH DQG +DQGOLQJ @

(QGRSKWKDOPLWLYV
,Q WKH DFWLYH FRPSDUDWRU SHULRG RI FRQWUROOHG FOLQL
EHHQ DVVRFLDWHG ZLWK D IROG KLJKHU UDWH RI HQGRSKW
RI UDQLEL]XPDE LQ WKH 6869,02 DUP YV LQ WKH LQWU
HIWHQVLRQ SKDVHV RI FOLQLFDO WULDOV Rl SDWLH
HISHULHQFHG DQ HSLVRGH RI HQGRSKWKDOPLWLY 5HSRUWYV
PHGLDQ RI GD\V 0DQ\ EXW QRW DOO RI WKH FDVHV RI HC(
FROQFXUUHQW FRQMXQFWLYDO UHWUDFWLRQ RU HURVLRQ HYF

,Q WKH DFWLYH FRPSDUDWRU SHULRG RI WKH FRQWUROOHG F
6869,02 DUP FRPSDUHG WR LQ WKH LQWUDYLWUHDO DUP H
HQGRSKWKDOPLWLYVY :KHQ LQFOXGLQJ WKH H[WHQVLRQ SKDVE
SDWLHQWY UHFHLYLQJ WKH UDQLEL]XPDE LPSODQW H[SHULHC
RFFXUUHG EHWZHHQ GD\V DQG ZLWK D PHGLDQ RI G

,Q WKH SHULRG ZLWK DQ REVHUYDWLRQDO FRPSDUDWRU DUP
SDWLHQWYV LQ WKH 6869,02 DUP ZKR H[SHUYXWHQHFHG DQ H
&OLQLFDO 6WX&GHRVLQFOKRGLQIJ WKH HI[WHQVLRQ SKDVH RI WK
SDWLHQWY UHFHLYLQJ WKH UDQLEL]XPDE LPSODQW H[SHULHC
HYHQW UHSRUWHG RQ GD\

(QGRSKWKDOPLWLY VKRXOG EH WUHDWHG SURPSWO\ LQ DQ H
PD[LPL]H UHFRYHU\ 7KH 6869,02 UDQLEL]XPDE LOQOMHFWLRQ
GHOD\HG XQWLO UHVROXWHR QRR/IDH f @RESX WEPRIOPLWNVDWLRQ
SHDFWLRQV @

3DWLHQWYV VKRXOG QRW KDYH DQ DFWLYH RU VXVSHFWHG RF
LQIHFWLRQ DW WKH WLPH RI DQ\ 68609 $02SURSQD QW HR UQUHU DRC
KDQGOLQJ IROORZHG E\ VHFXUH FORVXUH Rl WKH FRQMXQFW|
DQG VXUJLFDO UHSDLU RI FRQMDNQG WIMYDICF W UFRRQ\R Q R CROH G HIW
FRQGLWLRQV WKURXJKRXW BB\ LOHG K FAHK V& HHUS VY RFRHGIX Q @ R S K
'RVDJH DQG $GPLQLVWUDWLRQ DQG :DUQLQJV DQG 3UHFD

5KHJPDWRJHQRXV 5HWLQDO 'HWDFKPHQW
5KHJPDWRJHQRXV UHWLQDO GHWDFKPHQWY KDYH RFFXUUHG
UHVXOW LQ YLVLRQ ORVV 5KHJPDWRJHQRXV UHWLQDO GHWEL
LOQOWHUYHQWLRQ HJ SQHXPDWLF UHWLQRSH[\ YLWUHFWRP\
UDQLEL]XPDE LQMHFWLRQ GRVH UHILOO H[FKDQJH VKRXOG
GHWDFKPHQW RWHHWRQDIHEUH® SGPLQLVWUDWLRQ @



&DUHIXO HYDOXDWLRQ RI WKH UHWLQDO SHULSKHU\ LV UHFRI
DUHDV RI DEQRUPDO YLWUHR UHWLQDO DGKHVLRQ RU UHWLQ
LPSODQW LQ WKH H\H

,PSODQW 'LVORFDWLRQ
,Q FOLQLFDO WULDOV WKH GHYLFH KDV GLVORFDWHG VXEOX
RXWVLGH WKH YLWUHRXV FDYLW\ LQWR RU EH\RQG WKH VXEF
XUJHQW VXUJLFDO LQWHUYHQWLRQ O6WULFW DGKHUHQFH WR
WDUJHWLQJ RI WKH SDUV SODQD GXULQJ ODVHU DEODWLRQ P

BHSWXP 'LVORGJHPHQW

,Q FOLQLFDO WULDOV D W\SH RI LPSODQW GDPDJH ZKHUH WK
KDV EHHQ UHSRUWHG 3HUIRUP D GLODWHG VOLW ODPS H[DP
LQVSHFW WKH LPSODQW LQ WKH YLWUHRXV FDYLW\ WKURXJK
SURFHGXUH WR LGHQWLI\ LI VHSWXP GLVORGJHPHQW KDV RFI
6869,02 UDQLEL]XPDE LOQMHFWLRQ IROORZLQJ VHSWXP GLVO
UHPRYDO VKRXOG WKH EHQHILW RI WK K \WHHHP RR\DIDJ I8 WDRFGH G X U +
$GPLQLVWUDWLRQ @

$SSURSULDWH KDQGOLQJ DQG LQVHUWLRQ RI WKH UHILOO QH
URWDWLRQ LV UHTXLUHG WR PLQLP:VHH MV KRVDIMNDRIGVHSWXP
$GPLQLVWUDWLRQ @

9LWUHRXV +HPRUUKDJH
9LWUHRXV KHPRUUKDJHV PD\ UHVXOW LQ WHPSRUDU\ YLVLRQ
RI D QRQ FOHDULQJ Y:WHH RRMD BEH DROUBJEBPHQLVWUDWLRQ

,Q FOLQLFDO WULDOV RI 6869,02 LQFOXGLQJ H[WHQVLRQ SKD'
KHPRUUKDJHV ZHUH UHSRUWHG LQ RI SDWLHQWYV Ut}

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
KHPRUUKDJHV ZHUH UHSRUWHG LQ RI SDWLHQWYV U

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
KHPRUUKDJHYVY ZHUH UHSRUWHG LQ RI SDWLHQWYV UF

7KH PDMRULW\ RI WKHVH KHPRUUKDJHV RFFXUUHG ZLWKLQ W
VXUJLFDO LPSODQWDWLRQ DQG WKH PDMRULW\ RI YLWUHRXYV

SDWLHQWY RQ DQWLWKURPERWLF PHGLFDWLRQ H J RUDO D
LQIODPPDWRU\ GUXJV PD\ EH DW LQFUHDVHG ULVN RI YLWUH
PHGLFDWLRQV DUH UHFRPPHQGHG WR EH WHPSRUDULO\ LQWF
SURFHGXUH 7KH 6869,02 UDQLEL]XPDE LQMHFWLRQ GRVH U
WKH HYHQW RI VLIKW WKUHDWHQLQJ YLWUHRXV KHPRUUKDJH
VFOHUDO FDXWHUL]DWLRQ VKRXOG EH SHUIRUPHG WR UHGXF



&RQMXQFWLYDO (URVLRQ RU 5HWUDFWLRQ
$ FRQMXQFWLYDO HURVLRQ LV D IXOO WKLFNQHVYVY GHJUDGDW
RI WKH LPSODQW IODQJH $ FRQMXQFWLYDO UHWUDFWLRQ LV
UbDGLDO SHULWRP\ &RQMXQFWLYDO HURVLRQV RU UHWUDFWL
RI HQGRSKWKDOPLWLY HVSHFLDOO\ LI WKH LPSODQW EHFRP!
FROQMXQFWLYDO 7THQRQTV FDSVXOH UHSDLU LV UHFRPPHQGH:
HURVLRQ RU UHWUDFWLRQ ZLWK RU ZLWKRXW H[SRVXUH RI W

,Q FOLQLFDO WULDOV RI 6869,02 LQFOXGLQJ HIWHQVLRQ SKD'
RI SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFWLYDO
UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFWLYDO UHWUDFWLRQ

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
RI SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQF'
SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFWLYDO Ul

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
RI SDWLHQWYVY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFV
SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFWLYDO Ul

$SSURSULDWH LQWUDRSHUDWLYH KDQGOLQJ RI FRQMXQFWLY
LQWHJULW\ DQG VHFXUH FORVXUH RI SHULWRP\ ZKLOH HQVXU
HGJH PD\ UHGXFH WKH ULVN RI FRQMXQFWLYDO HURVLRQ RU
RYHUO\LQJ WKH LPSODQW IODQJH VKRXOG EH PRQLWRUHG UR

&RQMXQFWLYDO %OHE
$ FRQMXQFWLYDO EOHE LV DQ HQFDSVXODWHG HOHYDWLRQ R
ZKLFK PD\ EH VHFRQGDU\ WR VXEFRQMXQFWLYDO WKLFNHQLQ
VXUJLFDO PDQDJHPHQW WR DYRLG IXUWKHU FRPSOLFDWLRQYV
ORQJHU LGHQWLILDEOH GXH WR WKH FRQMXQFWLYDO EOHE

,Q FOLQLFDO WULDOV RI 6869,02 LQFOXGLQJ HIWHQVLRQ SKD'
RI SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFWLYDO
VWXG\ H\H

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
RI SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQF'
OHDN LQ WKH VWXG\ H\H

,Q WKH FOLQLFDO WULDO RI 6869,02 LQFOXGLQJ WKH H[WHQV
RI SDWLHQWY UHFHLYLQJ 6869,02 UHSRUWHG FRQMXQFV
OHDN LQ WKH VWXG\ H\H

6WULFW DGKHUHQFH WR WKH VFOHUDO LQFLVLRQ OHQJWK D
DQG 7THQRQYVY FDSVXOH WR SUHVHUYH WLVVXH LQWHJULW\ DC



VHDWLQJ RI WKH UHILOO QHHGOH GXULQJ UHILOO H[FKDQJH ¢
EOHE

SRVWRSHUDWLYH '"HFUHDVH LQ 9LVXDO $FXLW\
9LVXDO DFXLW\ ZzDV GHFUHDVHG E\ OHWWHUV RQ DYHUDJH L
RQ DYHUDJH LQ WKH VHFRQG SRVWRSHUDWLYH PRQWK IROOR
SDWLHQWYV>AMHMHKEEDLQLFDO 6WXGLHV @

9LVXDO DFXLW\ ZzDV GHFUHDVHG E\ OHWWHUV RQ DYHUDJH L
OHWWHUV RQ DYHUDJH LQ WKH VHFRQG SRVWRSHUDWLYH PR
LQ SDWLHQWYV ZLWKIHOORGLHEDO 6WXGLHV DQG @

$LU XEEOHV &DXVLQJ ,PSURSHU )LOOLQJ RI WKH ,PSODC
OLQLPL]H DLU EXEEOHV ZLWKLQ WKH LPSODQW UHVHUYRLU D\
WKH LQLWLDO ILOO SURFHGXUH LI DQ DLU EXEEOH LV SUHVH
GLDPHWHU RI WKH LPSODQW || H[FHVR ORBRM LW KRIELNMHIOTAGWD |'\)
WKH UHILOO H[FKDQJH SURFHGXUH LI HIFHER QDRUWH WIS HV HC
VI\ULQJH DQG QHHGOH ,I HI[FHVV DLU EXEEOHYV DUH REVHUYH!¢
FRQVLGHU UHSHDWLQJ WKH UHILOO H[FKDQJH SURFHGXUH

'"HIOHFWLRQ RU ORYHPHQW RI WKH ,PSODQW
8VH FDXWLRQ ZKHQ SHUIRUPLQJ RSKWKDOPLF SURFHGXUHV |
GHSUHVVLRQ RU JRQLRVFRS\ WKDW PD\ FDXVH GHIOHFWLRQ
VXEVHTXHQW LQMXU\

$'9(56( 5($&7,216
7KH IROORZLQJ DGYHUVH UHDFWLRQV DUH GLVFXVVHG LQ JU}

x (QGRSKWKNEPRLWUWLQJY DQG 3UHFDXWLRQV @

x 5KHIPDWRJHQRXV 5HWWIQH OD'B@QIDFKPEQ®E 3UHFDXWLRQV
x ,PSODQW 'LYDHRHFDMMLRIQQJV DQG 3UHFDXWLRQV @

x BHSWXP 'LVORGIH PBIQ@LQJV DQG 3UHFDXWLRQV @

x 9LWUHRXV +HPRHURDOH QJV DQG 3UHFDXWLRQV @

x &RQMXQFWLYDO (URWHRD:RUGHWVDFWEBQHFDXWLRQV

x &RQMXQFWiVYBI® BOBEQJY DQG 3UHFDXWLRQV @

x 3RVWRSHUDWLYH 'HFUBBMH LIDUDLKID/ODFFX BWHFDXWLRQV

&OLQLFDO 7ULDOV ([SHULHQFH
%YHFDXVH FOLQLFDO WULDOV DUH FRQGXFWHG XQGHU ZLGHO\
REVHUYHG LQ RQH FOLQLFDO WULDO RI D GUXJ FDQQRW EH G
RI WKH VDPH RU DQRWKHU GUXJ DQG PD\ QRW UHIOHFW WKH

7TKH GDWD EHORZ 7DEOH UHIOHFW H[SRVXUH RI SDWLHQ
WKURXJK :HHN SDWLHQWYV ZLWK '0( LQ WKH 3DJRGD VWX
ZLWK '5 LQ WKH 3DYLOOLRQ VWXG\ WKURXJK :HHN IROORZL!

LOQVHUWLRQ UHILOO DQG LPSODQW UHPRYDO LI QHFHVVDU\



,Q FOLQLFDO WULDOV RI 6869,02 LQ $0' SDWLHQWYV WKH PRV\
WR :HHN ZHUH FRQMXQFWLYDO KHPRUUKDJH FRQMXQF!
DQG H\H SDLQ 6HSWXP GLVORGJHPHQW ZDV UHSRUWHG L

,Q FOLQLFDO WULDOV RI 6869,02 LQ '0( SDWLHQWYVY WKH PRVYV
WR :HHN ZHUH FRQMXQFWLYDO KHPRUUKDJH FRQMXQF

H\H SDLQ FDWDUDFW FROMXQFWLYDO GLVRUGHU
FDWDUDFW

,Q FOLQLFDO WULDOV RI 6869,02 LQ 'S SDWLHQWYV WKH PRVW
:HHN ZHUH FRQMXQFWLYDO KHPRUUKDJH FRQMXQFWLY
FRQMXQFWLYDO K\SHUHPLD
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&ROMXQFWLYDO GLVRUGHU LQFOXGHV FRQMXQFWLYDO DGK
HGHPD FROQMXQFWLYDO HURVLRQ FRQMXQFWLYDO UHWUDEF\
&ERQMXQFWLYDO EOHE ILOWHULQJ EOHE OHDN LQFOXGHV FR
OHDN FRQMXQFWLYDO F\VW VXEFRQMXQFWLYDO F\VW DQG
+HDGDFKH LQFOXGHVY KHDGDFKH DQG SURFHGXUDO KHDGDF
&DWDUDFW LQFOXGHY FDWDUDFW FRUWLFDO FDWDUDFW Q



&RUQHDO DEUDVLRQ LQFOXGHV FRUQHDO DEUDVLRQ DQG Yl

,Q FOLQLFDO WULDOV RI 6869,02 K\SKHPD ZDV UHSRUWHG LQ
SDWLHQWYV DQG Rl1'5 SDWLHQWYV

86( ,1 63(&,),& 3238/$7,216

3UHJQDQF\
5LVN 6XPPDU\
7KHUH DUH QR DGHTXDWH DQG ZHOO FRQWUROOHG VWXGLHV
DGPLQLVWUDWLRQ LQ SUHJQDQW ZRPHQ $GPLQLVWUDWLRQ F
WKURXJKRXW WKH SHULRG Rl RUJDQRJHQHVLVY UHVXOWHG LQ
LQWUDYLWUHDO GRVHV XS WR  WLPHV WKH KXPDQ H[SRVXUF
UHFRPPHQGHG FOLQLFDO GRVH 1R VNHOHWDO DEQRUPDOLW
VLPLODU WR WKH KXPDQ H[SRVXUH DIWHU D VLQJORWHNH WUH
'‘DWD

$QLPDO UHSURGXFWLRQ VWXGLHY DUH QRW DOZD\V SUHGLFW
ZKHWKHU UDQLEL]XPDE FDQ FDXVH IHWDO KDUP ZKHQ DGPLQI
WKH DQWL 9(*) PHFKDQLVP RISVHWMLKOQLRIF DO QKBIYRPBEORJ\
WUHDWPHQW ZLWK 6869,02 UDQLEL]XPDE LQMHFWLRQ PD\ SF
GHYHORSPHQW

$O00 SUHIJQDQFLHYVY KDYH D EDFNJURXQG ULVN RI ELUWK GHIH!
EDFNJURXQG ULVN RI PDMRU ELUWK GHIHFWY DQG PLVFDUULL
,Q WKH 8 6 JHQHUDO SRSXODWLRQ WKH HVWLPDWHG EDFNJU
DQG RI PLVFDUULDJH LV * RI FOLQLFDOO\ UHFRJQL]JHG ¢

_DWD

$QLPDO 'DWD

$Q HPEU\R IHWDO GHYHORSPHQWDO WR[LFLW\ VWXG\ ZDV SHL

3UHJQDQW DQLPDOV UHFHLYHG LQWUDYLWUHDO LQMHFWLRQ\
RI JHVWDWLRQ XQWLO 'D\ DW GRVHV RI DQG PJ F

LOQFRPSOHWH DQG RU LUUHJXODU RVVLILFDWLRQ RI ERQHV LC

DQG VKRUWHQHG VXSHUQXPHUDU\ ULEV ZHUH VHHQ DW D ORZ

ZLWK PJ H\H Rl UDQLEL]XPDE 7KH PJ H\H GRVH UHVXOWHG

XS WR WLPHV KLIKHU WKDGO WREYVHRY HG6KRXPD QWRQLEL]XPDE

DIWHU WUHDWPHQW RI D VLQJOH H\H

1R VNHOHWDO DEQRUPDOLWLHYVY ZHUH VHHQ DW WKH ORZHU G
WURXJK H[SRVXUHV VLPLODU WR VLQJOH H\H WUHDWPHQW ZL
KXPDQV 1R HIIHFW RQ WKH ZHLJKW RU VWUXFWXUH RI WKH S
HPEU\RWR[LFLW\ ZDV REVHUYHG

IDFWDWLRQ
SLVN 6XPPDU\



7TKHUH DUH QR GDWD DYDLODEOH RQ WKH SUHVHQFH RI UDQL
UDQLEL]XPDE RQ WKH EUHDVWIHG LQIDQW RU WKH HIITHFWV R
%YHFDXVH PDQ\ GUXJV DUH H[FUHWHG LQ KXPDQ PLON DQG Et
KDUP WR LQIDQW JURZWK DQG GHYHORSPHQW H[LVWV FDXWL
DGPLQLVWHUHG WR D QXUVLQJ ZRPDQ

7TKH GHYHORSPHQWDO DQG KHDOWK EHQHILWY RI EUHDVWIHH
PRWKHUYYVY FOLQLFDO QHHG IRU 6869,02 UDQLEL]XPDE LQMHF
RQ WKH EUHDVWIHG FKLOG IURP UDQLEL]XPDE

JHPDOHY DQG ODOHV RI 5HSURGXFWLYH 3RWHQWLDO
&ROWUDFHSWLRQ
JHPDOHV RI UHSURGXFWLYH SRWHQWLDO VKRXOG XVH HIIHFW
6869,02 UDQLEL]XPDE LQMHFWLRQ DQG IRU DW OHDVW PR
UDQLEL]XPDE LQMHFWLRQ

,QIHUWLOLW\

1R VWXGLHVY RQ WKH HIITHFWV RI UDQLEL]J]XPDE RQ IHUWLOLW\
ZKHWKHU UDQLEL]XPDE FDQ DIITHFW UHSURGXFWLRQ FDSDFLW
DFWLRQ IRU UDQLEL]XPDE WUHDWPHQW ZLWK 6869,02 UDQLE
UHSURGXFWLYH FDSDFLW\

SHGLDWULF 8VH
7KH VDIHW\ DQG HIILFDF\ RI 6869,02 UDQLEL]XPDE LQMHFWLF
HVWDEOLVKHG

*HULDWULF 8VH
,Q WKH $UFKZD\ VWXG\ R RI WKH SDWLHQWY UDQG
ZHUH - \HDUV ROG DQG DSSUR[LPDWHO\ R ZHUH -
GLIlTHUHQFH LQ WUHDWPHQW HIIHFW RU VDIHW\ ZDV VHHQ ZLV

'(6&5,37,21
5DQLEL]XPDE LV D UHFRPELQDQW KXPDQL]HG ,J* NDSSD LVRYV
LQWUDRFXODU XVH 5DQLEL]XPDE ELQGV WR DQG LQKLELWV V
HQGRWKHOLDO JURZWK IDFWRU $ 9(*) $ 5DQLEL]XPDE ZKLF
ZHLJKW RI DSSUR[LPDWHO\ NLORG BERBQNVIQE Q W \SWRHPX E ¢
QXWULHQW PHGLXP FRQWDLQLQJ WKH DQWLELRWLF WHWUDF\
SURGXFW

6869,02 UDQLEL]XPDE LQMHFWLRQ LV VXSSOLHG DV D VWHUL
WR SDOH EURZQ VROXWLRQ IRU LQWUDYLWUHDO XVH YLD WK}

FRQWDLQV PJ RI UDQLEL]XPDE KLVWLGLQH +&0O PJ SR
PJ DQG :DWHU IRU ,QMHFWLRQ LQ P/ RI VROXWLRQ ZLWK
GHVLIQHG WR FRQWDLQ DSSUR[LPDWHO\ P/ PJ RI UDQLI

6869,02 GRHV QRW FRQWDLQ DQ DQWLPLFURELDO SUHVHUYDW



&/,1,8&%/ 3+$50$&2/2*<

OHFKDQLVP RI $FWLRQ
5DQLEL]XPDE ELQGY WR WKH UHFHSWRU ELQGLQJ VLWH RI PX
LQFOXGLQJ 9(*) $ KDV EHHQ VKRZQ WR FDXVH QHRYDVFXODUL
RI RFXODU DQJLRJHQHVLY DQG YDVFXODU RFFOXVLRQ DQG L\
QHRYDVFXODU $0' 7KH ELQGLQJ RI UDQLEL]XPDE WR 9(*) $ SU
ZLWK LWV UHFHSWRUV 9(*)5 DQG 9(*)5 RQ WKH VXUIDFH RI
HQGRWKHOLDO FHOO SUROLIHUDWLRQ YDVFXODU OHDNDJH |

SKDUPDFRNLQHWLFV
7KH 6869,02 LPSODQW SURYLGHV D FRQWLQXRXV UHOHDVH RI
UDQLEL]XPDE LQWR WKH YLWUHRXV GHFUHDVHYVY RYHU WLPH L
7KH UDQLEL]XPDE VHUXP DQG DTXHRXV KXPRU FRQFHQWUDWL
ZHHN WUHDWPHQW LQWHUYDO DUH PDLQWDLQHG EHORZ WKH
FRQFHQWUDWLRQV H[SHULHQFHG ZLWK PRQWKO\ PJ LQWUL

'LVWULEXWLRQ
SDQLEL]XPDE GLG QRW DFFXPXODWH LQ VHUXP ZKHQ DGPLQL"
HYHU\ ZHHNYV

JROORZLQJ LPSODQW LQVHUWLRQ RI 6869,02 LQ SDWLHQWYV Z|
UDQLEL]XPDE VHUXP HFRZDAMH QWUDWLR R/ DQG PHGLDQ UDQJ
PD[LPXP VHUXP FRKFH@PWUDWItRQ GD\V )ROORZLQJ WKH LQL)
6869,02 LQ SDWLHQWYV PD[LPXP VHUXP FRQFHQWUDWLRQV RI
UDQLEL]XPDE FRQFHQWUDWLRQ QHFHVVDU\ WR LQKLELW WKH

(OLPLODWLRQ
OHWDEROLVP

7KH PHWDEROLVP RI 6869,02 UDQLEL]XPDE LQMHFWLRQ KDV
UDQLEL]XPDE LQMHFWLRQ LV D PRQRFORQDO DQWLERG\ IUD
E\ FDWDEROLVP

([FUHWLRQ
7KH IXO0O H[FUHWLRQ SURILOH IRU UDQLEL]XPDE IROORZLQJ L

6SHFLILF 3RSXODWLRQV

SDWLHQWYV ZLWK UHQDO LPSDLUPHQW ZHUH LQFOXGHG LQ WK
6869,02 UDQLEL]XPDE LQMHFWLRQ $FURVV DOO LQGLFDWLR
ZDV VOLJKWO\ ORZHU LQ UHQDOO\ LPSDLUHG SDWLHQWYV EXW
VLIQLILFDQW GLIITHUHQFHV LQ WKH SKDUPDFRNLQHWLFV RI U
WKH SDWLHQW SRSXODWLRQ

,PPXQRJHQLFLW\
$V ZLWK DOO WKHUDSHXWLF SURWHLQV WKHUH LV SRWHQWL
UDQLEL]XPDE LQFOXGLQJ 6869,02 7KH GHWHFWLRQ RI DQ LPF
WKH VHQVLWLYLW\ VSHFLILFLW\ DQG GUXJ WROHUDQFH OHY



LQFLGHQFH RI DQWLERG\ SRVLWLYLW\ LQ DQ DVVD\ PD\ EH LQ
PHWKRGRORJ\ VDPSOH KDQGOLQJ WLPLQJ RI VDPSOH FROOH
XQGHUO\LQJ GLVHDVH )RU WKHVH UHDVRQV FRPSDULVRQ RI
GHVFULEHG EHORZ ZLWK WKH LQFLGHQFH RI DQWLERGLHV LQ
PLVOHDGLQJ

3ULRU WR WUHDWPHQW ZLWK 6869,02 RI SDWLHQWYV ZL
IRU DQWL UDQLEL]XPDE DQWLERGLHY ,Q SDWLHQWV ZLWK $0
DQG WUHDWPHQW R SDWLHQWY WHVWHG SRVLWLYF
SDWLHQWY ZLWK '0( DIWHU GRVHV RI LQWUDYLWUHDO UDQL
DQG WUHDWPHQW R SDWLHQWY WHVWHG SRVLWLYF
SDWLHQWY ZLWK '5 DIWHU GRVHV RI LQWUDYLWUHDO UDQL!
WUHDWPHQW R SDWLHQWYV WHVWHG SRVLWLYH IRU |

PHDQLQJIXO GLITHUHQFHYV LQ WKH SKDUPDFRNLQHWLFV HIILF
DQWL UDQLEL]XPDE DQWLERGLHYVY ZHUH REVHUYHG

121&/,1,&%/ 72;,&2/2*<

&DUFLQRJHQHVLYV OXWDJHQHVLV ,PSDLUPHQW RI )HUWLC
1R VWXGLHVY KDYH EHHQ FRQGXFWHG WR GHWHUPLQH WKH FD
6869,02 UDQLEL]XPDE LQMHFWLRQ %DVHG RQ WKH DQWL 9(
UDQLEL]XPDE WUHDWPHQW ZLWK 6869,02 UDQLEL]XPDE LQM}I
FDSD*VYWHN )HPDOHYVY DQG ODOHV RI 5HSURGXFWLYH 3RWHQWLD

&/,1,&$/ 678',(6

1HRYDVFXODU ZHW $JH UHODWHG ODFXODU 'HIJHQHUDWL
7KH FOLQLFDO HIILFDF\ DQG VDIHW\ RI 6869,02 UDQLEL]XPDE
UDQGRPL]JHG YLVXDO DVVHVVRU PDVNHG DFWLYH WUHDWPH
$UFKZD\ 1&7 LQ SDWLHQWYV ZLWK $0' $ WRWDO RI S|
DUP DQG LQ WKH LQWUDYLWUHDO UDQLEL]XPDE DUP ZHUH
3DWLHQWYV ZHUH GLDJQRVHG ZLWK $0' ZLWKLQ WKH PRQWKYV
GRVHV RI DQWL 9(*) LQWUDYLWUHDO DJHQWYV LQ WKH VWXG\ |
VFUHHQLQJ (DFK SDWLHQW ZDV UHTXLUHG WR KDYH GHPRQV
LQWUDYLWUHDO DJHQW SULRU WR UDQGRPL]DWLRQ 3DWLHQ\
FRQWLQXRXV GHOLYHU\ RI 6869,02 UDQLEL]XPDE LQMHFWLRQ
ZHHNV RU PJ LQWUDYLWUHDO UDQLEL]XPDE LQMHFWLRQV |
WKH 6869,02 DUP VXSSOHPHQWDO WUHDWPHQW ZLWK PJ L
DYDLODEOH DW :HHNV DQG LI QHHGHG
SDWLHQWY DVVHVVHG IRU VXSSOHPHQWDO WUHDWPHQW UHFI
WKH IROORZLQJ ZHHNV RI SDWLHQWY DVVHVVHG IRU VX
VXSSOHPHQWDO WUHDWPHQW V

7KH SULPDU\ HIILFDF\ HQGSRLQW RI FKDQJH IURP EDVHOLQH
%&9% VFRUH DYHUDJHG RYHU :HHN DQG :HHN GHPRQVWU
HTXLYDOHQW WR LQWUDYLWUHDO UDQLEL]XPDE LQMHFWLRQV
UHVXOWY DUH VKRZQ LQ 7DEOH DQG )LIXUH EHORZ



/TDEOH 9LVXDO $FXLW\ RXWFRPHV DW :HHN LQ $UFKZD\

2XWFRPH OHDVXUH 580 QWHUDYLWUHDHOUHQFH
PJ P/ UDQLEL]XPDE &,
Q PJ
PJ P/

Q
$GMXVWHG OHDQ FKIDQJH IURP
EDVHOLQH LQ %&9%|VFRUH DYHUDJHG
RYHU :HHNV

%&9% %HVW FRUUHFWHG YLVXDO DFXLW\
%&9% PHDVXUHG XVLQJ WKH (DUO\ 7UHDWPHQW 'LDEHWLF 5HWLQRSDWK\
GLVWDQFH RI PHWHUV
$00 HVWLPDWHVY DUH DGMXVWHG HVWLPDWHY EDVHG RQ D PL[HG HIIHFV
LQWUDYLWUHDO UDQLEL]XPDE DUP LV D URXQGLQJ RI &, 7KH W\S
PRQLWRULQJ
(TXLYDOHQFH PDUJLQV ZHUH * OHWWHUV

YLIXUH $GMXVWHG OHDQ FKDQJH IURP %DVHOLQH LQ %HVV
H\H WKURXJK :HHN LQ WKH $UFKZzZD\ *5 VWXG\
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=10 1 -5~ SUSVIMO Q24W (n = 248)
- Intravitreal ranibizumab 0.5 mg Q4W (n = 167)

Adjusted Mean BCVA Change
From Baseline, ETDRS Letters
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3ULRU WR VWXG\ WUHDWPHQW D PHGLDQ RI GRVHV RI DQWL 9(*) LQWU
RI SDWLHQWYV LQ WKH 6869,02 DQG LQWUDYLWUHDO UDQLEL]XPDE DUPV

'"HFUHDVH LQ %&9% DW :HHN GXULQJ SRVW RSHUDWLYH UHFRYHU\ SHUL
4 HYHU\ ZHHNV 4 : HYHU\ ZHHNYV

&RQVLVWHQW UHVXOWY ZHUH REVHUYHG DFURVYVY SDWLHQW V
EDVHOLQH LQ %&9% VFRUH DJH JHQGHU QXPEHU RI SULRU D
EDVHOLQH %&9% VFRUH



'LDEHWLF ODFXODU (GHPD '0(

7KH FOLQLFDO HIILFDF\ DQG VDIHW\ Rl 6869,02 ZHUH DVVHVVI
DVVHVVRU PDVNHG DFWLYH WUHDWPHQW FRQWUROOHG VW X(
SDWLHQWYV ZLWK '0( $ WRWDO RI SDWLHQWYV LQ WKH 6¢
LQWUDYLWUHDO UDQLEL]XPDE PJ DUP ZHUH HQUROOHG DC
UDQGRPL]JHG LQ D UDWLR WR UHFHLYH FRQWLQXRXV GHOL®
HYHU\ ZHHNV RU PJ LQWUDYLWUHDO UDQLEL]XPDE LQMHI

SULRU WR VWXG\ WUHDWPHQW D PHGLDQ RI GRVHV RI LQWU
DGPLQLVWHUHG LQ WKH VWXG\ H\H RI SDWLHQWYV LQ WKH 686
DuUPV 3DWLHQW DJHV UDQJHG IURP WR \HDUV ZLWK D PHI
RI SDWLHQWYV ZHUH SUHYLRXVO\ WUHDWHG IRU '0( $W EDVHO
ZDV OHWWHUV UDQJH WR OHWWHUV

7KH SULPDU\ HIILFDF\ HQGSRLQW RI FKDQJH IURP EDVHOLQH
%&9% VFRUH DYHUDJHG RYHU :HHN DQG :HHN GHPRQVWU
LQIHULRU WR LQWUDYLWUHDO UDQLEL]XPDE LQMHFWLRQV DG
UHVXOWY DUH VKRZQ LQ 7DEOH DQG )LIXUH EHORZ

7TDEOH .H\ HIILFDF\ RXWFRPHV DW :HHN DQG :HHN LQ WKH 3D.

2XWFRPH OHDVXU869,02 ,QWUDYLWUHDQIIHUHQFH
PJ P/| UDQLEL]XPDE PJ &,
Q PJ P/
Q

&KDQJH LQ %&9% VFRUHYV
I[URP EDVHOLQH|DYHUDJH(
RYHU :HHN DQG :HHN
$GMXVW

)

%&9% WHVW FRUUHFWHG YLVXDO DFEXLW\
%&9% PHDVXUHG XVLQJ WKH (DUO\ 7TUHDWPHQW 'LDEHWLF 5HWLQRSDWK\
GLVWDQFH RI PHWHUYV
$00 HVWLPDWHY DUH DGMXVWHG HVWLPDWHY EDVHG RQ D PL[HG HIIHFV
&, 7KH W\SH HUURU zDV DGMXVWHG IRU LQWHULP VDIHW\ PRQLWRU



JLIXUH$SGMXVWHG OHDQ FKDQJH IURP %DVHOLQH LQ %HVW &RL
VWXG\ H\H WKURXJK :HHN LQ WKH 3DJRGD *5 VW,
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) Intravitreal Ranibizumab 0.5 mg (N=253) % Susvimo 100 mg/mL (N=381)

&RQVLVWHQW UHVXOWY ZHUH REVHUYHG DFURVYVY SDWLHQW V
EDVHOLQH LQ %&9% VFRUH DJH HWKQLFLW\ JHQGHU EDVHO
KLVWRU\ EDVHOLQH %&9% VFRUH SULRU LQWUDYLWUHDO DQ

'LDEHWLF 5 HWLQRSDWK\ '5

7KH FOLQLFDO HIILFDF\ DQG VDIHW\ Rl 6869,02 ZHUH DVVHVVI
DVVHVVRU DQG UHDGLQJ FHQWHU PDVNHG VWXG\ >3DYLOLRQ
SDWLHQWY ZLWK PRGHUDWHO\ VHYHUH WR VHYHUH QRQ SURC
>(bDUuO\ 7TUHDWPHQW 'LDEHWLF 5HWLQRSDWK\ 6WXG\ 'LDEHWLF
(7'56 '566 RI RU @ ZLWKRXW FHQWHU LQYROYHG '0( &, '
UHFHLYHG SULRU WUHDWPHQW LQ WKH VWXG\ H\H IRU '5 $ W
6869,02 DUP DQG LQ WKH REVHUYDWLRQDO FRPSDUDWRU Dl

3SDWLHQWYV ZKR KDG QRW UHFHLYHG SULRU WUHDWPHQW LQ W
D UDWLR WR FRQWLQXRXV GHOLYHU\ RI 6869,02 YLD WKH L
FOLQLFDO REVHUYDWLRQ 3ULRU WR WKH LPSODQW SURFHGX
UDQLEL]XPDE PJ ZHUH DGPLQLVWHUHG LQ WKH VWXG\ H\H
DUP GLG QRW UHFHLYH ORDGLQJ GRVHV RI LQWUDYLWUHDO U
&, '0( RU SUROLIHUDWLYH GLDEHWLF UHWLQRSDWK\ DQWHULR
DUP VXSSOHPHQWDO WUHDWPHQW ZLWK LQWUDYLWUHDO LQUW
DYDLODEOH SHU LQYHVWLJDWRUYfYV FOLQLFDO MXGJPHQW DW



SDWLHQW DJHV UDQJHG IURP WR \HDUV ZLWK D PHDQ RI
PHDQ YLVXDO DFXLW\ ZDV OHWWHUV UDQJH WR OHW

7KH SULPDU\ HIILFDF\ HQGSRLQW ZDV WKH SURSRUWLRQ RI S
(7'56 '566 TURP EDVHOLQH DW :HHN YHUVXV FOLQLFDO REVH
ORDGLQJ GRVHV RI LQWUDYLWUHDO UDQLEL]XPDE ZDV VXSHU
'"HWDLOHG UHVXOWY DUH VKRZQ LQ 7DEOH DQG )LIJXUH EH

/DEOH (IT/LFDF\ 2XWFRPHV WKURXJK :HHN LQ WKH 3DYLOLI

2XWFRPH OHDVX16869,02 &OLQLFDO 2EVHUYDLWIHRI QF H
PJ P/ Q &,
Q

$GMXVWHG SURSRUWLRQ
RI SDWLHQW|)V ZLWK -
VWHS LPSURYHPHQW
IURP EDVHOLQH RQ WKH
(7'56 '566 DW
: HHN

(7'56 '566 (DUO\ 7TUHDWPHQW 'LDEHWLF 5HWLQRSDWK\ 6WXG\ 'LDEHWLF !
&0+ &RFKUDQ ODQWHO +DHQV]HO WHVW

$00 HVYWLPDWHY DUH DGMXVWHG HVWLPDWHY EDVHG RQ WKH &0+ PHWK
W\SH HUURU ZDV DGMXVWHG IRU LQWHULP VDIHW\ PRQLWRULQJ S F



J)LIXUH $GMXVWHG 3URSRUWLRQ RI SIDWLHQWYV ZLWK D « 6
%DVHOLQH RQ (7'56 '566 LQ 6WXG\ (\H RYHU 7LPH WKUR

WKH 3DYLOLRQ *5 6WXG\
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I Clinical Observation (N = 68) [l Susvimo (N = 106)

,Q WKH 6869,02 DUP QRQH RI WKH SDWLHQWY DVVHVVHG IRU
VXSSOHPHQWDO LQMHFWLRQV RI LQWUDYLWUHDO UDQLEL]XPI
FRPSDUDWRU DUP UHFHLYHG RU PRUH VXSSOHPHQWDO WUH

&RQVLVWHQW UHVXOWYV ZHUH REVHUYHG DFURVYVY SDWLHQW V
VFRUH LQFOXGLQJ DJH UDFH HWKQLFLW\ EDVHOLQH KHPRJC
'566 VFRUH

+2: 6833/,(' 6725%$*( $1' +$1'/,1*

+RZ 6XSSOLHG
(DFK 6869,02 LQLWLDO ILOO QHHGOH NLW 1'& FRQW
x 2QH 6869,02 PJ P/ VLQJOH GRVH JODVV YLDO

x 2QH 6869,02 LQLWLDO ILOO QHHGOH JDXJH QHHGOH ZLWE
FDS

(DFK 6869,02 UDQLEL]XPDE LQMHFWLRQ FDUWRQ 1'&
UDQLEL]XPDE LQMHFWLRQ PJ P/ WKDW LV FOHDU WR VOLJ
EURZQLVK VROXWLRQ LQ D VLQJOH GRVH JODVV YLDO

(DFK 6869,02 UHILOO QHHGOH FDUWRQ FRQWDLQV D 6869,02 U
ZLWK D PLOQWHIJUDWHG ILOWHU ZLWK D FOHDU FDS






'HYLFH DQG ODWHULDOV '"HVFULSWLRQ

&RPSRQHQWV

Carton o
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Carton e ______________ : S
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"
© susvimo™ @ SUSVIMO™ (ranibizumab injection)
Refill needle in 100 mg/mL
sterile blister containing
containing - One SUSVIMO™ (ranibizumab injection) vial
- One refill needle - One Prescribing Information

JLIXUH

6869,02 LPSODQW

X

6869,02 LPSODQW )LJXUH I-Releasecontrol ‘”

Rl KROGLQJ P/ Rl GUXJ D(  element
ZLWKLQ WKH VFOHUD E\ WKH )
IODQJH WKDW UHPDLQV YLVLE KH

FRQMXQFWLYD IROORZLQJ LQ

7KH VHSWXP LV D VHOI VHDOL Extra;«:;ra;/
WKURXJK ZKLFK UDQLEL]XPDE . Sepmm
DGPLQLVWHUHG WR ILOO WKH

JLIXUH
6869,02 UDQLEL]XPDE LQMHFWLF
PJ P/ YLDO
X 6869,02 UDQLEL]XPDE LQMHFW
Y)LIXUH LV XVHG WR ILOO W ZLWK
UDQLEL]XPDE SULRU WR LQVHL JLQJ
VXEVHTXHQW UHILOO H[FKDQJt} H

EDVHG VHWWLQJ

JLIXUH



6869,02 UHILOO QHHGOH

X 6869,02 UHILOO QHHGOH )L
FRQVLVWY RI D *YHQWHC
VLOLFRQH VRIW VWRS DQG

ILOWHU ZLWKLQ WKH QHHG QHG
WR VLPXOWDQHRXVO\ H[FKI cp— e, Y

RI WKH LPSODQW UHVHUYR needle R Softstor QW
UDQLEL]XPDE LQ DQ RIILFH _fuid !
UHSODFHPHQW UDQLEL]XPC collection 3

LQWR WKH LPSODQW WKUR: er — T T 0 " VWHHO
FDQQXOD I0OXLG UHPDLQLG hub

IORZV WKURXJK RSHQLQJV
QHHGOH DQG LV FROOHFWEF N
FROOHFWLRQ UHVHUYRLU )LIXUH

X 6869,02 UHILOO QHHGOH LV GLVWLQJXLVKHG
E\ LWV F

ODWHULDOV /LVW
ODWHULDOV WKDW DUH UHTXLUHG DQG VXSSOLHG WR SHUIRU

X
X

6869,02 UHILOO QHHGOH * ZLWK FOHDU FDS
6869,02 UDQLEL]XPDE LQMHFWLRQ PJ P/

$GGLWLRQDO PDWHULDOV UHTXLUHG WR SHUIRUP WKH SURFH

X X X X X X X X X X X X

20H VWHULOH P/ /XBBWREQNFO\XGE B GH

2QH VWHULOH PLFURQ ILOWHUQ®RMHG@MHOXGHIBXIJH [ o LQ
$QHVWKHWLF RSKWKDOPLF VROXWLRQV

2SKWKDOPLF EURDG VSHFWUXP PLFURELFLGH VROXWLRQ
&RWWRQ WLSV DQG JDX]H
BWHULOH SRZGHU IUHH JORYHYV

)DFH PDVNV

/LG VSHFEXOXP

ODJQLILFDWLRQ VXFK DV YLVRU RU ORXSHV

7DVN OLJKWLQJ

,QGLUHFW RSKWKDOPRVFRSH DQG OHQV

6WHULOR SGVMIDRSDUH ILOO H[FKDQJH SURFHGXUH

6WRUDJH

6WRUH 6869,02 LQLWLDO ILOO QHHGOHR NLRWWDHH f & WRRV HFRRW 1 |
OLJRWRWKDNH 7KH 6869,02 LQLWLDO ILOO QHHGOH KDV EHHQC
SURFHVVLQJ



6WRUH 6869,02 UDQLEL]XPDE LQMHFWLRQ PJ'R/QRMDO DW
I[UHH]H S3URWHRWORMPNHLIXW.RU WR XVH WKH XQRSHQHG YL
f& f) WR f) TRU XS WR KRXUV SURYLGHG LW LV SURWH

6WRUH WKH 6869,02 LPSODQW DQG LQVHUWLRQ WRRO DVVHPE
WHPSHUDWXUH f& WR f& f) WR f) 7KH 6869,02 LPSODC
KDV EHHQ VWHULOL]HG ZLWK HWK\OHQH R[LGH JDV 7KH 6869
EHHQ VWHULOL]HG ZLWK HOHFWURQ EHDP SURFHVVLQJ

+DQGOLQJ

6869,02 FRPSRQHQWY DUH VXSSOLHG VWHULOH DQG DUH IRU
UH VWHULOL]JH RU UHXVH 6869,02 FRPSRQHQWY 'R QRW XVH
WKH FRQWHQWY KDYH EHHQ GURSSHG GDPDJHG RU WDPSHUF
SULQWHG RQ WKH ODEHO 'R QRW RSHQ VHDOHG WUD\ XQWLO
VXUJLFDO LQVWUXPHQWY DQG WKH 6869,02 LPSODQW DV WKH
HQFDVLQJ LV VRIW DQG VXVFHSWLEOH WR GDPDJH

,PSRUWDQW 'HYLFH +DQGOLQJ ,QIRUPDWLRQ
x 8VH FDXWLRQ ZKHQ SHUIRUPLQJ RSKWKDOPLF SURFHGXU!|
XOWUDVRXQG VFOHUDO GHSUHVVLRQ RU JRQLRVFRS\ W

WKH LPSODQW DQG VXEVHTXHQW LQMXU\

2FXODU ,PSODQW ,QLWLDO )LOO 3URFHGXUH
x OLQLPL]H DLU EXEEOHV ZLWKLQ WKH LPSODQW UHVHUYRL
, ] DQ DLU EXEEOH LV SUHVHQW LW PXVW EH QR ODUJHU "
LPSODQW ,I HIFHVV DLU LVGREQRWHY WEH IVWPIBODRQWWLDO Il

2FXODU ,PSODQW ,QVHUWLRQ 3URFHGXUH
x 3HUSHQGLFXODU HQWU\ RI WKH LPSODQW LV LPSRUWDQW
LOQOWUDRFXODU VWUXFWXUHY VXFK DV WKH OHQV DV FRQ
VWUXFWXUHYV PD\ FDXVH DGYHUVH UHDFWLRQV VXFK DV V
x $YRLG H[FHVVLYH IRUFH RQ WKH JOREH E\ ILUVW HQVXUL
WKURXJK WKH VFOHUR SDUV SODQD LQFLVLRQ EHIRUH VO

2FXODU ,PSODQW 5HPRYDO 3URFHGXUH
x 'R QRWDVS WKH LPSODQW E\ WKH VKRUW D[LV RI WKH LPE¢
JHQWOH PDQQHU 3HUSHQGLFXODU H[LW RI WKH LPSODQV
WKH LPSODQW DQG LQWUDRFXODU VWUXFWXUHV VXFK DV

3$7,(17 &2816(/,1* ,1)250%$7,21
$GYLVH WKH SDWLHQW WR UHDG WKH )'$ DSSURYHG SDWLHQV

$GYLVH SDWLHQWY RQ WKH IROORZLQJ DIWHU WKH LPSODQW

3RVLWLRQLQJ
x .HHS KHDG DERYH VKRXOGHU OHYHO IRU WKH UHVW RI Wt
BOHHS ZLWK KHDG RQ RU PRUH SLOORZV GXULQJ WKH G



+RZ WR FDUH IRU WKH WUHDWHG H\H DIWHU WKH SURFHGXUH

x 'R QRW UHPRYH WKH H\H VKLHOG XQWLO WKH\ DUH LQV W
SURYLGHU $W EHGWLPH FRQWLQXH WR ZHDU WKH H\H VI
LPSODQW VXUJHU\

x $GPLQLVWHU DOO SRVW RSHUDWLYH H\H PHGLFDWLRQV D

x 'R QRW SXVK RQ WKH H\H UXE WKH H\H RU WRXFK WKH D
ORFDWHG XQGHUQHDWK WKH H\HOLG LQ WKH XSSHU DQG
IROORZLQJ WKH LPSODQW LQVHUWLRQ

x 'R QRW SDUWLFLSDWH LQ VWUHQXRXYV DFWLYLWLHV XQWL
GLVFXVVLRQ ZLWK WKHLU KHDOWKFDUH SURYLGHU

ODJQHWLF 5HVRQDQFH 05 &RQGLWLRQDO LQIRUPDWLRQ
x 7TKH 6869,02 LPSODQW LV 05 FRQGLWLRQDO ,QIRUP WKHL
KDYH 6869,02 LPSODQWHG LQ WKHLU H\H DQG VKRZ WKHL
LPSODQW FDUG VKRXOG WKH\ UHTXLUH ODJQHWLF UHVRQ

$GYLVH SDWLHQWY RQ WKH IROORZLQJ DIWHU WKH 5HILOO ([F

x S5HIUDLQ IURP SXVKLQJ RQ WKH WUHDWHG H\H UXEELQJ V

RI WKH LPSODQW ORFDWHG XQGHUQHDWK WKH H\HOLG L
GD\V IROORZLQJ WKH UHILOO H[FKDQJH SURFHGXUH

x $GPLQLVWHU H\H GURSVY DV GLUHFWHG E\ WKHLU KHDOWEK

$GYLVH SDWLHQWY RQ WKH IROORZLQJ DIWHU WKH LPSODQW
QHFHVVDU\

x .HHS \RXU KHDG DERYH VKRXOGHU OHYHO IRU WKH UHVW
60HHS ZLWK \RXU KHDG RQ RU PRUH SLOORZV LI O\LQJ (
WKH LPSODQW UHPRYDO
:HDU DQ H\H VKLHOG IRU DW OHDVW QLJKWYV IROORZLQJ
'R QRW SDUWLFLSDWH LQ VWUHQXRXYV DFWLYLWLHV XQWL
$GPLQLVWHU DOO SRVW RSHUDWLYH DQWL LQIODPPDWRU
\RXU KHDOWKFDUH SURYLGHU

xX X

x

$GYLVH SDWLHQWY RQ WKH IROORZLQJ WKURXJKRXW 6869,02
x 'R QRW GULYH RU XVH PDFKLQHU\ XQWLO WKH H\H VKLHO
KDV UHFRYHUHG/N K I SIGFLHHOWHOSHDFWLRQV @

x 7TKH 6869,02 LPSODQW DQG RU LPSODQW UHODWHG SURFH
FROQMXQFWLYDO UHDFWLRQV EOHE HURVLRQ UHWUDFWL
UKHIJPDWRJHQRXV UHWLQDO GHWDFKPHQW WKH GLVORFI
DQG D WHPSRUDU\ GHFUHDVH LQ YLVLRQ

x KLOH WKH LPSODQW LV LQ WKH H\H DYRLG UXEELQJ WKt
SRVVLEOH +RZHYHU LI QHFHVVDU\ WR GR VR PDNH VXU
WKH H\H



x 6HHN LPPHGLDWH FDUH IURP DQ RSKWKDOPRORJLVW LI W
DQ LQFUHDVH LQ PRYLQJ VSRWV WKH DSSHDUDQFH RI 3\
YLVLRQ LQFUHDVLQJ H\H SDLQ SURJUHVVLYH YLVLRQ O
ZKLWH Rl WKH H\H D VXGGHQ VHQVDWLRQ WKDW VRPHWK
ZDWHXMMH :DUQLQJV DQG 3UHFDXWLRQV @

6869,0S >UDQLEL]XPL

ODQXIDFWXUHG E\ 6869,02 LV D UHJLVWHUHG WUDGH
*HQHQWHFK ,QF *HQHQWHFK ,QF

$ OHPEHU Rl WKH 5RFKH *URXS*HQHQWHFK ,QF

'1$ :D\

BRXWK 6DQ JUDQFLVFR &$

86 /LFHQVH



0(',&%$7,21 *8,'(
6869,02 VXVV 9,+ PRK
UDQLEL]XPDE LQMHFWLRQ

IRULOQWUDYLWUHDO XVH YLD 6869,02 REXODU LPSODQW

KDW LV WKH PRVW LPSRUWDQW LQIRUPDWLRQ , VKRXOG NQRZ DERXW

6869,C(

6869,02 UDQLEL]XPDE LQMHFWLRQ LY GHOLYHUHG LQWR WKH H\H XVLQJ WK
LPSODQW DQG WKH SURFHGXUHV WR LQVHUW ILOO UHILOO DQG UHPRYH WK

HITHFWV LQFOXGLQJ

" DQ H\H LQIHFWLRQ HQGRBXRSKKMOFOLOWIMVLY LV DQ LQIHFWLRQ RI WKH H\HE

GDPDJH WR \RXU H\H LQF&OXGQQRXW KPEQMMKWFDUH SURYLGHU ULJKW

DzD\ |

H\H SDLQ YLVLRQ ORVV VHQVLWLYLW\ WR OLJKW (REGREBHKGEDOW LW UW KWHH Z |

XUJHQW VDPH GD\ PHGLFDO RU VXUJLFDO WUHDWPHQW
" D PLVVLQJ OD\HU RQ WRS RI WKH ZKLWH SDUW R& RMHXRHW LIFROOM N Q

RWLNQ

WKDW EHFRPHV PLVVLQJ GHIHFW LQ WKH OD\HU FRQMXQFWLYD WKDW F

LQ H[SRVXUH RI WEKEGOLPEEXOWLBWDOWKFDUH SURYLGHU ULJKW DzZD\ LI
VRPHWKLQJ LV LQ \RXU H\H LI \RX KDYH H\H GLVFKPQMNKQRW LZYCDANDH K
UHTXLUH VXUJLFDO WUHDWPHQW

\RX KD
UQY LRR

" DQ RSHQLQJ RI WKH OD\HU WKDW FRYHUV WKH ZKLWH SBRWMXQFNH|HDID F
UHWUDFWLRQ LV DQ RSHQLQJ RU JDSLQJ LQ WKH OD\HU FRQMXQFWLYD W
FDXVH WKH LPSODQW IMROEWR MYSRWBIGWKFDUH SURYLGHU ULJKW DZD\ LI \R.
WKDW VRPHWKLQJ LV LQ \RXU H\H LI \RX KDYH H\H G&R® MM QFAV LR D @ DM MU

PD\ UHTXLUH VXUJLFDO WUHDWPHQW

6HH:KDW DUH WKH SRVVLEOH VLGH HRIWHRWWKHU &369L KXV VLGH HIIHFW
WUHDWPHQW ZLWK 6869,02

V WKD\

7R KHOS SUHYHQW RU NHHS WKHVH VLGH HIIHFWV IURP EHFRPLQJ PRUH VHU

LOQVWUXFWLRQV \RXU KHDOWKFDEaHHSBR YZL®HOU, JUMHANLYWRK 6869,02"°

KDW LV 6869,02"

6869,02 UDQLEL]XPDE LOQMHFWLRQ LV D SUHVFULSWLRQ PHGLFLQH XVHG WR

X 1HRYDVFEXODU ZHW $JH UHODWHG ODFXODU '"HIHQHUDWLRQ $0' ZKR KDY
D 9DVFXODU (QGRWKHOLDO *URZWK )DFWRU 9(*) LQKLELWRU LQ WKH JHO

X 'LDEHWLF ODFXODU (GHPD '0( ZKR KDYH UHVSRQGHG WR DW OHDVW WZR
*URZWK )DFWRU 9(*) LQKLELWRU LQ WKH JHO OLNH SDUW RI WKH H\H LQ

X 'LDEHWLF 5HWLQRSDWK\ '5 ZKR KDYH UHVSRQGHG WR DW OHDVW WZR LQ

JDFWRU 9(*) LQKLELWRU LQ WKH JHO OLNH SDUW RI WKH H\H LQW
W LV QRW NQRZQ LI 6869,02 LV VDIH DQG HIIHFWLYH LQ FKLOGUHQ

UDYLW

'R QRW UHFHLYH 6869,02 LI \RX
* KDYH DQ LQIHFWLRQ LQ RU DURXQG \RXU H\H
" KDYH DFWLYH VZHOOLQJ DURXQG \RXU H\H WKDW PD\ LQFOXGH SDL

" DUH DOOHUJLF WR UDQLEL]XPDE RU DQ\ RI WKH LQJUHGLHQWYV LQ 6
FRPSOHWH OLVW RI LQJUHGLHQWY LQ 6869,02

7DON WR \RXU KHDOWKFDUH SURYLGHU EHIRUH UHFHLYLQJ WKLV 6869

Q DQG
869,02

02 LI\

%HIRUH UHFHLYLQJ 6869,02 WHOO \RXU KHDOWKFDUH SURYLGHU DER
\RX

" DUH FXUUHQWO\ WDNLQJ RU KDYH UHFHQWO\ WDNHQ PHGLFLQHV W

W DOC

KDW Ol

VXFK DV ZDUIDULQ ORZ RU UHJXODU GRVHV RI DVSLULQ RU QRQVWHURLC

» DUH SUHJQDQW RU SODQ WR EHFRPH SUHJQDQW ,W LV QRW NQRZQ
XVH ELUWK FRQWURO GXULQJ \RXU WUHDWPHQW ZLWK 6869,02 DQG
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" DUH EUHDVWIHHGLQJ RU SODQ WR EUHDVWIHHG W LV QRW NQRZQ
KHDOWKFDUH SURYLGHU DERXW WKH EHVW ZD\ WR IHHG \RXU EDE\
7HOO \RXU KHDOWKFDUH SURYLGHU DERXM) BP@OGWEH FPUHHGVLAFW QAW LRX B

PHGLFLQHVY YLWDPLQV DQG KHUEDO VXSSOHPHQWYV

+RZ ZLOO , UHFHLYH 6869,02"
" 6869,02 LV LPSODQWHG WKURXJK WKH ZKLWH SDUW RI WKH H\H VF(

» <RXU KHDOWKFDUH SURYLGHU ZLOO UHILOO \RXU LPSODQW GHYLFH
$0' RU '0( RU HYHU\ PRQWKYV DERXW HYHU\ ZHHNV LI \RX KDYH '

" I \RX PLVV D VFKHGXOHG UHILOO FDOO \RXU KHDOWKFDUH SURYLG
QH[W UHILOO VKRXOG EH JLYHQ PRQWKY DIWHU \RXU ODVW UHILOC(
UHILOO LI \RX KDYH '5

<RXU KHDOWKFDUH SURYLGHU ZLOO JLYH \RX LQVWUXFWLRQV WR IRO
LPSODQW UHPRYDO 7KH LQVWUXFWLRQV PD\ LQFOXGH

$IWHU WKH ,PSODQW ,QVHUWLRQ
" 3RVLWLRQLQJ RI \RXU KHDG
R .HHS \RXU KHDG DERYH VKRXOGHU OHYHO IRU WKH UHVW RI WKH
R 60HHS ZLWK \RXU KHDG RQ RU PRUH SLOORZV GXULQJ WKH GD

» +RZ WR FDUH IRU \RXU H\H
R 'R QRWHPRYH WKH H\H VKLHOG IURP \RXU H\H XQWLO \RX DUH WR
FRQWLQXH WR ZHDU D ID\HHDWK\WL HRIBEJRRAINQ J WKH LPSODQW LQVHU
7DNH DOO SRVW RSHUDWLYH H\H PHGLFLQHV DV \RXU KHDOWKF
'R QR®KVK RQ WKH H\H UXE WKH H\H RU WRXFK WKH DUHD RI WH
XQGHUQHDWK WKH H\HOLG LQ WKH XSSHUGDQZRR®W EUQS DUKH RIP
R 'R QR®\WDUWLFLSDWH LQ VWUHQXRXV DFWLYLWLHV XQWLO PRQW
KHDOWKFDUH SURYLGHU
" ODJQHWLF 5HVRQDQFH ,PDJLQJ 05, ,PSODQW &DUG
R *HW \RXU LPSODQW FDUG IURP \RXU KHDOWKFDUH SURYLGHU DI\
VDIH SODFH IRU IXWXUH UHIHUHQFH 7KH LPSODQW FDUG FRQWI
LPSODQW
R 6KRZ \RXU FXUUHQW DQG IXWXUH KHDOWKFDUH SURYLGHUV \RX
KDYH DQ 05, <RX PD\ RQO\ UHFHLYH DQ 05, XQGHU YHU\ VSHFLIL
LPSODQW <RXU KHDOWKFDUH SURYLGHU ZLOO UHYLHZ WKH LQIR
\RX VKRXOG UHFHLYH DQ 05,
$IWHU WKH 5HILOO 3URFHGXUH
R 'R QR®WXVK RQ WKH H\H UXE WKH H\H RU WRXFK WKH DUHD RI WK
XQGHUQHDWK WKH H\HOLG LQ WKH XSSHUGDWRCORZHQ SIUW BH
R 7DNH H\H GURSV H[DFWO\ DV \RXU KHDOWKFDUH SURYLGHU WHO
$IWHU WKH ,PSODQW 5HPRYDO
R .HHS \RXU KHDG DERYH VKRXOGHU OHYHO IRU WKH UHVW RI W
R 60HHS ZLWK \RXU KHDG RQ RU PRUH SLOORZV LI O\LQJ GRZQ
R :HDU DQ H\H VEWH®HDMW | ROIIRIMVQJ WKH LPSODQW UHPRYDO
R 'R QRW SDUWLFLSDWH LQ VW GHQWRXVRIZEW 1 YW KNH. H P SKCDAMD U H
R *LYH DOO SRVW RSHUDWLYH GURSV DV WROG E\ \RXU KHDOWK

7KHVH DUH QRW DOO WKH LQVWUXFWLRQV \RX PD\ UHFHLYH IURP \RXU
LQVWUXFWLRQV PD\ KHOS SUHYHQW VHULRXV VLGH HIIHFWV RU NKBW
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:KDW VKRXOG , DYRLG ZKLOH UHFHLYLQJ 6869,02"
" 'R QRGWLYH RU XVH PDFKLQHU\ XQWLO WKH H\H VKLHOG FDQ EH UHH

" $YRUWGXEELQJ \RXU H\H RU WRXFKLQJ WKH DUHD RI \RXU H\H ZKHUH
ZKLOH WKH LPSODQW LV LQ SODFH ,I \RX KDYH WR UXE RU WRXFK \

RYHG

WKH LF
RXU H\

:KDW DUH WKH SRVVLEOH VLGH HIIHFWV RI 6869,02"
6HH:KDW LV WKH PRVW LPSRUWDQW LQIRUPDWLRQ RQKWKB GLNY RZSDE

,Q DGGLWLRQ WR WKRVH VLGH HIITHFWV OLVWHG RQ SDJH RQH WKH 638

UHILOO DQG UHPRYH WKH H\H RFXODU LPSODQW FDQ FDXVH RWKHU \

" 7THDU DQG VHSDUDWLRQ RI OD\HUV RI WKH UHWLQD 5KKHKHPPIVRR HHD®
UHWLQDO GHWWHRPHMB@OBUDWLRQ RI RQH RI WKH OD\HUV RI WKH UHV
OLJKW &DOO \RXU KHDOWKFDUH SURYLGHU RU JR WR WKH HPHUJHQ
FXUWDLQ RU YHLO FRYHULQJ SDUW RI \RXU YLVLRQ KDYH D FKDQJH
UHWLQDO GHWDFKPHQW UHTXLUHYVY VXUJLFDO WUHDWPHQW

* ,PSODQW PRYHPHQW ,PSODRWOG\RVORRKEWOREFDUH SURYLGHU ULJK
LPSODQW KDV PRYHG RXW RI SODFH 7KLV PRYHPHQW PD\ UHTXLUH

" ,PSODQW GDPBDHH WR WKH LPSODQW WKDW SUHYHQWY FRQWLQXHG
LPSODQW LV QRW DEOH WR EH SURSHUO\ UHILOOHG \RXU ZHW $0' P
UHPRYH WKH LPSODQW DQG RU FKDQJH \RXU WUHDWPHQW

" %OHHGLQJ 9LWUHRXVIKWRIRRXKDKHPRUUKDJH LV EOHHGLQJ ZLWKLG(
LQVLGH RI \RXU H\H &DOO \RXU KHDOWKFDUH SURYLGHU ULJKW DZI
ORRNV OLNH VSLGHU ZHEV LQ \RXU YLVLRQ DV \RX PD\ QHHG DQ DG

" %XPS RQ WRS RI WKH ZKLWH OD\HU RI W KHR @MX QFR\QLM PQFEMON PP @ VE D
OD\HU FRQMXQFWLYD WKDW FRYHUV WKH ZKLWH SDUW RI WKH H\H
OHDNDJH RI IOXLG IURP WKH LQVLGH RI WKH H\H &DOO \RXU KHDOW
IHHOLQJ WKDW VRPHWKLQJ LV LQ \RXU H\H IRUHLJQ ERG\ VHQVDWL
\RX KDYH H\H GLVFKDUJH RU ZDWHULQJ LQ WKH H\H <RX PD\ QHHG

» 7THPSRUDU\ GHFUHDVH LQ YLVLRQ DIWHU WKH 6869,02 SURFHGXUH

7KH PRVW FRPPRQ VLGH HIITHFWV RI1 6869,02 LQFOXGH

" EORRG RQ WKH ZKLWH RI WKH HYH UHGQHVYVY LQ WKH ZKLWH RI WKH
" H\H SDLQ " VHQVLWLYLW\ WR OLJKW

7KHVH DUH QRW DOO WKH SRVVLEOH VLGH HIIHFWV Rl 6869,02

&DOO \RXU GRFWRU IRU PHGLFDO DGYLFH DERXW VLGH HIIHFWV <RX H
)'$

<RX PD\ DOVR UHSRUW VLGH HIIHFWV WR *HQHQWHFK DW
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
SUSVIMO safely and effectively. See full prescribing information for
SUSVIMO.

SUSVIMO® (ranibizumab injection) for intravitreal use via SUSVIMO
ocular implant
Initial U .S. Approval: 2006

WARNING : ENDOPHTHALMITIS
See full prescribing information for complete boxed warning.

The SUSVIMO implant has been associated withraup to 3-fold higher
rate of endophthalmitis than monthly intravitreal injections of
ranibizumab.

RECENT MAJOR CHANGES -------rcrmmeoemmecmnnecs

Indications and Usag®iabetic Macular Edema (DMK}..2) 2/2025
Indications and Usag®iabetic Retinopathy (DR]L.3) 5/2025
Dosage and Administration @.29, 2.10 5/2025
Warnings and Precautions (5.15%.6, 5.7, 5.8) 5/2025
Warnings and Precautions 95. 9/2025

INDICATIONS AND USAGE ------seeemmmmmemeemmnaes

SUSVIMO (ranibizumab injectionis a vascular endothelial growth factor

(VEGF)inhibitor indicated for the treatment of patients with

x  Neovascular (wet) Ageelated Macular Degeneration (AMD) who have
previously responded to at least two intravitreal injections\EGF
inhibitor (1.1).

x  Diabetic Macular Edema (DME) who have previousigponded tat
least twointravitrealinjections of 8VEGF inhibitor (1.2).

x  Diabetic Retinopathy (DR) who have previously responded to at least
two intravitreal injections of a VEGF inhibitor (1.3).

----------------------- DOSAGE AND ADMINISTRATION  =---mcemmmmermmmmcenas

X For intravitreal use via SUSVIMO ocular implar(®.1)

X Neovascular (wet) Ageelated Macular Degeneration (AMD) and
Diabetic Macular Edema (DME)
The recommended dose of SUSVIM@nibizumab injectionjs 2 mg
(0.02mL of 100 mg/mL solution) continuously delivered via the
SUSVIMO implant with refills every 24 weeks (approximately 6
months) (2.2)

X  Diabetic Retinopathy (DR)

The recommended dose of SUSVIMO (ranibizumab injection) is 2 mg
(0.02mL of 100 mg/mL solution) continuously delivered via the
SUSVIMO implant with refills every 36 weeks (approximately
9 months). (2.3)

X  Supplemental treatment with 0.5 mg intravitreal ranibizumab injection
may be administered in the affected eye if clinically neceséady.

X Perform thanitial implantation refill-exchangeand implant removal (if
necessaryprocedures under strict aseptic conditio@s5,(2.6, 2.72.9

Injection: 100 mg/mL solution in a singtose vial (3)

CONTRAINDICATIONS
X Ocular or periocular infections (4.1)

X Active intraocular inflammation (4.2)

X Hypersensitivity (4.3)

X  The SUSVIMO implant and/or implamelated procedures have been
associated with endophthalmitisegmatogenousetinal detachment,
implant dislocation, septum dislodgement, vitreous hemorrhage,
conjunctival retraction, conjunctival erosion, and conjunctival bleb.
Patients should be instructed to report signs or symptoms that could be
associated with these eventshout delay. Additional surgical and/or
medical management may be required. (5.1, 5.2,5.3,5.4,5.5, 5.6, 5.7)

X  Vitreous HemorrhageTemporarily discontinue antithrombotic
medication prior to the implant insertion procedure to reduce the risk of
vitreous hemorrhag&/itrectomy may be needed. (5.5)

X  Postoperative Decrease in Visual Acuilydecrease in visual acuity
usually occurs over the first two postoperative mor(ths)

ADVERSE REACTIONS
7KH PRVW FRPPRQ DGYHUVH UHDFWLRQV -
conjunctival hyperemia, iritigye pain conjunctival disorder, cataract and
vitreous hemorrhag¢6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Genentech at
1-888-8352555 or FDA at :800-FDA-1088 or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and Medication
Guide.

Revised:9/2025
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FULL PRESCRIBING INFORMATION

WARNING: ENDOPHTHALMITIS
The SUSVIMO implant has been associated withmup to 3-fold higher rate of
endophthalmitis than monthly intravitreal injections of ranibizumab. Many of these
events were associated with conjunctival retractions or erosions. Appropriate
conjunctiva management and early detection with surgical repair of conjactival
retractions or erosions may reduce the risk of endophthalmitigsee Contraindications
(4.1), Warnings and Precautions (5.1)]

1 INDICATIONS AND USAGE
1.1 Neovascular (wet) Ageelated Macular Degeneration (AMD)

SUSVIMO (ranibizumabnjection) is indicated for the treatment of patients with Neovascular
(wet) Agerelated Macular Degeneration (AMD) who have previously responded to at least two
intravitreal injections of a Vascular Endothelial Growth Factor (VEGF) inhibitor medication.

1.2 Diabetic Macular Edema (DME)

SUSVIMO (ranibizumab injection) is indicated for the treatment of patients with Diabetic
Macular Edema (DME) who have previously responded to at least two intravitreal injections of a
Vascular Endothelial Growth Factor (VEGF) inhibitor medication.

1.3 Diabetic Retinopathy (DR)

SUSVIMO (ranibizumab injection) is indicated for the treatment of patients with Diabetic
Retinopathy (DR) who have previously responded to at least two intravitreal injections of a
Vascular Endothelial Growth Factor (VEGF) inhibitor medication.

2 DOSAGE AND ADMINISTRATION

2.1 General Information
For Intravitreal Use via SUSVIM@cularimplant.

TheSUSVIMO initial fill and ocular implant insertioand implant removal procedures must be
performed under aseptic conditions by a physician experienced in vitreoretinal surgery. The
SUSVIMO ocular implant must be surgically implanted in the eye or removed from the eye (if
medically necessary) in an optng room using aseptic technique. S#¢SVIMO Instructions

for Use and the standardized steps to optimize surgical outcomes.

SUSVIMO refill-exchange procedures must be performed under aseptic conditions by a
physician experienced in ophthalmic surgiesge Dosage and Administration{g.

Do not administer SUSVIMOrénibizumab injectionas a bolus intravitreal injection. Do not
substitute SUSVIMOr@nibizumab injectiopwith other ranibizumab products.



Initial Fill: One SUSVIMO initial fill needle (34auge ZLWK LQWHJIJUDWHG P ILOWF
is included. A Smicron sterile filter needle (2§auge x 1% inch), and a 1 mL Luer lock syringe
are needed butot included.

Refill-ExchangeOne SUSVIMO refill needle (3gaugeZLWK LQWHJUDWHG P ILOWF
cap) is included. A Bnicron sterile filter needle (1§auge x 1% inch), and a 1 mL Luer lock
syringe are needed baibt included.

2.2 Neovascular (Wet) AgeRelated Macular Degeneration (AMD)and Diabetic Macular
Edema (DME)

The recommended dose of SUSVIMO (ranibizumab injection) is 2 mg (0.02 mL of 100 mg/mL
solution) continuously delivered via the SUSVIMO ocular implant with refills administered
every 24 weeks (approximately 6 months).

2.3 Diabetic Retinopathy (DR)

The recommended dose of SUSVIMO (ranibizumab injection) is 2 mg (0.02 mL of 100 mg/mL
solution) continuously delivered via the SUSVIMO ocular implant with refills administered
every36 weeks(approximately 9 months)

24 Supplemental Treatment withIntravitreal Ranibizumab Injection

Supplemental treatment with 0.5 mg (0.05 mL of 10 mg/mL) intravitreal ranibizumab injection
may be administered in the affected eye while the SUSVIMO implant is in place and if clinically
necessarysee Clinical Studies (14)]

25 Ocular Implant Initial Fill

The implant initial fill procedure must be performed by a physician experienced in vitreoretinal
surgery[seeDosage and Administration (2.1)The implant will be filled using aseptic

technique with 0.02 mL of SUSVIMQanibizumab injectionprior to insertion of the implant
LQWR WKH $de&\Dosh@eVarfo\Adrirtistration@g.

Refer to the complete SUSVIMO Instructions for Use for the initial fill and implant procedure
included in the insertion tool assembly carton for further details.

Use aseptic technique to carry out the following preparation steps prior to insertion of the ocular
LPSODQW LQWR WKH SDWLHQW¢YV H\H

Step 1: Gather the supplies needed.

X One SUSVIMO ocular implamith
insertion tool assembiyncluded)

X One SUSVIMO initial fill needle
(34-gaugewith integrated 5 P 1L O W H
with blue cap (included)

X One SUSVIMO (ranibizumab injection)
100mg/mL vial (included)

X Onesterile5-micron filter needle
(19-gauge x 1¥nch) (not included)




X Onesterilel mL Luer Lock syringgnot
included)

Step 2: Transfer Dose from Vial to Syringe

Note: Use the filter needle (not included) to
withdraw SUSVIMO (ranibizumab
injection) from thevial.

Do not use the SUSVIMOGnitial fill needle

for this step.

X Prepare SUSVIMO (ranibizumab
injection) vial by removing the flhoff
cap and disinfecting the rubber vial
septum with alcohol.

x Attach a filter needle to the syringe by
screwing it tightly onto the Luer lock (se
Figurel).

x Carefully remove the needle cap by
pulling it straight off.

X Using aseptic technique, withdraw all of
the contents of the SUSVIMO
(ranibizumab injection) vial through the
filter needle into the syringe.

Figu"re 1

Step 3: Remove Air fromSyringe

X With the filter needle attached, hdlte
syringe with the needle pointing up.

x If there are any air bubbles, gently tap tl
syringe with your finger until the bubbles
rise to the top (Figurg).

x Slowly push the plunger rod just until all
air is expelled from the syringe and
needle.

- It is importantto preserve as much drug
as possible in order to completely fill th
implant.

X Remove and properly dispose of the filt¢
needle after air is removed from syringe

Figure2




Step 4: Attach SUSVIMO Initial Fill
Needle

Do notuse the filter needle to fill the implan

x Attach the SUSVIMO initial fill needle
(included) firmly onto the syringe by
screwing it tightly onto the Luer lock (se
Figure3). Ensure that the initial fill need|
is attached to the syringe.

x Carefully remove the needle cap by
pulling straight off.

x Do notwipe the needle at any time.

Step5: RemoveAny Remaining Air from

Syringe

xWith the initial fill needle attachedhold the
syringe with the needle pointing up.
If there are any air bubbles, gently tap the
syringe with your finger until the bubbles
rise to the top (see Figu#e.

xSlowly push the plunger rod just until all g
is expelled from the syringe and needle, ¢
a drop of drug solution is seen at the neeg
tip (see Figur®).

Note: It is importantto preserve as much drt
as possible in order to completely fi
the implant.

Figure 4




Step 6: Inspect the Syringe for Air Bubbles

X Inspect the syringe and the needle hub
ensure that no air bubbles are present (|
Figure6).

x If air bubbles are present, continue to
removeair from the syringe and reinspe

Note: Use the syringe withid5 minutesof
removing all air to avoidanibizumab
drying in the needle and impeding flui
flow.

Do notuse the initial fill needle if the
needle is clogged.

Step 7: Load Syringe into the Carrier

Do nothold or push on the plunger rod of tH
syringe while inserting the needle into the
implant septum.

x Retrieve insertion tool carrier with pre
positioned implant from the inner tray.

x Align the syringe Luer lock above the
Luer lock slot in the carrier torotect the
needle from being damaged.

x Lower the syringe into the carrier (see
Figure?).

x Push the syringe forward until it stops,
taking care to avoid touching the plunge

rod (see Figure 8)

Figure 7: Align and lower the syringe into
the carrier




x With the syringe loaded, (see Figure 9)
the initial fill needle should now be
penetrating the implant septum.

Figure 8: Push the syringe into the carrief

Figure 9: Syringe with initial fill needle
inserted through the implant septum

Step 8: Fill Ocular Implant with
SUSVIMO (ranibizumab injection) Under
Microscope

X Under the microscopslowly administer
SUSVIMO (ranibizumab injection) into
the ocular implant by slightly tilting the
carrier upwards (see Figui@).

X The ocular implant should be filled over
approximatelyb to 10 secondsto help
avoid air entrapment in the implant
reservoir.

Note: When filling the ocular implant, drug
solution should only exit the ocular
implant from the release control
element. If drug solution is leaking
from the implant at a different locatior
such as the side of the impladt not
use the ocular implant.

If fluid is leaking from the septum at
the needle insertion site, the needle n
not be fully penetrating the implant

septum. Fully push the syringe forwat

Figure 10: Administer ranibizumab into the
implant




X

before continuing to fill the ocular
implant.

Continue filling the ocular implant until
the implant is completely full of drug
solution and all air has been expelled as
evidenced by a dome of drug solution
formed at the tip of the implant on the
release control element (see Figlif.

Figure 11: Dome of drug solution forms at
tip of implant as viewed under magnificatig




Step9: Inspect the Filled Ocular Implant
Under the Microscope

xInspect the ocular implant under the
microscope to ensure that the ocular impl
is completely full of drug solution (see
Figurel?).

Note: Minimize air bubbles within the
implant reservoir as they may cause
slower drug release. If an air bubble i
present, it must be no larger than 1/3
the widest diameter of the implant. If
excess air is observedip notuse the
ocular implant.

Note: No more than30 minutesshould pass

between the initial fill of the implant

DQG WKH LQVHUWLRQ
eyeto ensure that the release control
element remains saturated with

SUSVIMO (ranibizumab injection)f

SUSVIMO (ranibizumab injection)

dries in the release control element, t

implant may not release the drug

properly into the vitreous after
insertion.

No air bubble

(T (3
Figure 12 Proper appearance of implant af]
initial filling with ranibizumab

Step10: Remove the Syringe and Guide
Sleeve from the Carrier

X Remove the syringe and guide sleeve
from the carrier by pulling back on the
syringe (see Figurg3). The syringe will
be locked into the guide sleeve.
Properly dispose of the used syringe
together with the needle and guide slee
in a sharps disposal container or in
accordance with local requirements.

Figure 13: Remove the syringe and guide
sleeve from the insertion tool carrier
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Step 11: Slide the Insertion Tool Handle
into the Carrier

x Slidethe insertion tool handle into the
guide channel of the carrier, ensuring th
both components are facing upwards (s
Figurel4).

x Push tle handle forward as far as it will
go into the gripper tips (see Figut).
Figure 14: Insert the handle into thesertion

Note: Do notwithdraw the handle and tool carrier

implant until the eye is ready for
insertion. Contact between the
implant and any surface or objett
even within the sterile fieldemay
result in the introduction of a
foreign body into the vitreous.

Figure 15: Fully inserted handle

26 Ocular Implant Insertion

SUSVIMO ocular implant insertion is a surgical procedure that is performed in an operating
room.The procedure must be performed under aseptic conditions by a physician experienced in
vitreoretinal surgerysee Dosage and Administration (2.1)]

The ocular implant is filled with SUSVIMCdnibizumab injectionimmediately prior to
insertion.No more than 30 minutes should pass between the initial fill of the ocular implant
DQG WKH LQVHUWLRQ LQWR WKH SDWLHQWYV H\H

After placing an infusion line in theye, create at least a 6x6 mm peritomy of the conjunctiva

DQG 7THQRQYYVY FDSVXOH FHQWHUHG DURXQG WKH VHOHFWHG ¢
superetemporal quadrant. Perform careful conjunctival incision, hemostasis of the underlying
VFOHUD DQG JHQHURXV XQGHUPLQLQJ RI 7fi@&&yar FDSVXOH
implant[see Dosage and Administrati¢h5)]. Using an MVR blade, create a full thickness

dissection of the sclera 4 mm from the limbus until the pars plana is fully visible, vath fin

target scleral incision length of 3.5 mm. Using a 532 nm laser endoprobe, apply contiguous,
overlapping laser spots starting at 300 mW 1000 ms along the full length of the exposed pars

plana and repeat until complete ablation is achielkads a 3.2 mmslit knife perpendicularly

through the center of the scleral dissection to open the underlying pars plana. Use the insertion

tool to slowly insert the SUSVIMO implant into the sclgrars plana incision perpendicular to

the globe, ensuring that the longsagf the implant flange is properly aligned with the sclero

pars plana incision. Using the closed gripper tips of the insertion tool, seat the implant flush

against the sclera. Clean any residual vitreous around the implant flange using a vitrec®@r. Sutur
ERWK 7THQRQTY FDSVXOH DQG FRQMXQFWLYD XVLQJ VFOHUDC

11



ensuring complete coverage of the implant flange. Refer to the complete SUSVIMO Instructions
for Use for the initial fill and implant procedurrgcluded in the insertion tool assembly carton for
further details.

2.7 Ocular Implant Removal

Removal of the SUSVIMO ocular implant is a surgical procedure that is performed in an
operating room. The procedure must be performed under aseptic conditions by a physician
experienced in vitreoretinal surgdsee Dosage and Administration (2.1)]

After placing an infusion line in the eye, create at least a 6x6 mm peritomy of the conjunctiva

DQG 7THQRQYTVY FDSVXOH DURXQG WKH 6869,02 RFXODU LPSODC
or scar tissue that may have formed over the implant flange and seghgrscalpel and

forceps With the explant tool oriented perpendicular to the globe, align the contoured tips with

the long axis of the implant flange and grasp underneath the implant flange. Once the implant is
secured in the explant tool, pull the impidrom the eye in a perpendicular moti@hear any

vitreous prolapse present within or around the scleral wound using a vitrector. Completely close

the scleral incision with multipleneD EVRUEDEOH VXWXUHVY &ORVH WKH 7HQ
conjunctiva to completely cover the scleral incision. Reféhé complete Instructions for Use

for the implant removal procedure included in the explant tool carton for further details.

2.8 Ocular Implant Refill -Exchange Procedure

The SUSVIMO ocular implant refiéxchange procedure must be performed under strict aseptic
conditions by a physician experienced in ophthalmic surjgesy Dosage and Administration
(2.1)]. This includes the use of a surgical mask, sterile gloves, and a lid speculum.

Prior to and after the refikxchange procedure, perform a dilated slit lamp exam and/or dilated
indirect ophthalmoscopy to inspect the implant in the vitreous cavity through the pupil to identify
if dislodgemenof the implant septurhas occurredseeFigure 33 andWarnings and

Precautions (5.4)

If the septum has dislodgeahy furtherefill-exchange procedwshould not be performed

because normal device functioning cannot be assisdontinue treatment with SUSVIMO
(ranibizumab injection) following septum dislodgement and consider implant removal should the
benefit of the removal procedure outweigh the risk.

Step 1: Gather the supplies needed.

X One SUSVIMO Refill Needle (3gauge
witha5 P LQWHJU Dnthiti€arl L
cap (included)

X One SUSVIMO (anibizumab injection
100 mg/mL vial (included)

X One sterile 1 mL Luer Lock syringaot
included)

X One sterile &micron filter needle (19
gauge x 1%z inchjnot included)

12



Additional materials required to perform the
procedure but are not provided are:

X Anesthetic ophthalmic solutions

x Ophthalmic lboadspectrum microbicide
solution

Cotton tips and gauze

Sterile powder free gloves

Face masks

Lid speculum

Magnification such as visor or loupes
Task lighting

Indirect ophthalmoscope and lens
Sterile drapdoptionalfor refill-exchange
procedure)

X X X X X X X X

Step 2: Inspect Packaging and Component

x Prior to use in the clinic, inspect the
packaging of the components for damag
Do notuse if the sterility has been
compromised or the contents have beer,
dropped, damaged, or tampered with.

X Check the expiration date printed on the
label.

X Remove the vial from the cartoNote
the outside of the vial is not sterile.

X Use aseptic technigu¢o open packaging
and remove thsterile refill needle from
the tray.

X Inspect components and place onto ste
field (see Figuré.6).

____________________________

Figure 16

Step 3: Inspect SUSVIMO (ranibizumab
injection)

x Visually inspect the contents of the
SUSVIMO (ranibizumab injectiopvial
for particulate matter andiscoloration.

X SUSVIMO should beolorless taslightly
brownish

Do notuse if particulate, cloudiness, or

discoloration are visible.
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Step 4:Patient Preparation

X

X

Dilate the pupil of the eye.

Perform slit lamp examination and/o
indirectophthalmoscopy to inspect tf
implant and its components in the
vitreous cavity through the dilated

pupil.

Position the patient on exam chair in
the supine position at approximately
20° to 30° angle for optimal
visualization of the implant.

Apply a broadspectrum microbicide
to the periocular skin, eyelid, and
ocular surface prior to the refill
exchange procedure. The use of a
VWHULOH GUDSH LV X
discretion.

Perform the procedure under topical
anesthesia.

If needed, subconjunctival anesthes
may be administered in the nasal
quadrant, away from the implant.

Step 5: Transfer Dose from Vial to Syringe

Note: Use the filter needle to withdraw

Do notuse the SUSVIMO refill needle for
this step.

X

X

SUSVIMO (ranibizumab injection)
from the vial.

Prepare ranibizumab vial by removing ti
flip-off cap and disinfecting the rubber
vial septum with alcohol.

Attach a filter needle to the syringe by
screwing it tightly onto the Luer lock (se
Figure 17).

Carefully remove the needle cap by
pulling it straight off.

Using aseptic technique, withdraw all of
the contents of the SUSVIMO

Figure 17

=
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(ranibizumab injectionvial through the
filter needle into the syringe.

Step 6: Remove Air from Syringe

x With the filter needle attached, hold the
syringe with the needle pointing up.

x If there are any air bubbles, gently tap tl
syringe with your finger until the bubbles
rise to the top (Figure 18).

X Slowly push the plunger rod just until th
air is expelled from the syringe and
needle.

s Itis important tgoreserve as much
drug as possible in order to complet
refill the implant

x Remove and properly dispose of the filtg
needle after air is removed from the
syringe.

Step7: Attach SUSVIMO Refill Needle
Do not use the filter needle to fithe implant.

x Attach the SUSVIMO refill needle firmly
onto the syringe by screwing it tightly
onto the Luer lock (see Figure 19). Ensl
that the refill needle is attached to the
syringe.

x Carefully remove the needle cap, pulling
straight off to avoidlamage to the needl¢
cannula.

x Do notwipe the needle at any time.

el oo

'

Figure 19
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Step8: RemoveAny Remaining Air from
Syringe and Adjust Drug Dose

x With the refill needle attachedold the
syringe with the needle pointing up.

x If there are any air bubbles, gently tap tl
syringe with your finger until the bubbles
rise to the top (see Figugg).

x Slowly push the plunger rod unéll air is
expelled from the syringe and needle ar
the uppermost edge of the black plunge
tip is aligned with th@.1 mL dose mark
(see Figurel).

Air |

bubble _f=

e

Figure 21
Step 9: Inspect the Syringe for Air Bubbles
Note: Ensure no air bubbles are present in No air I
syringe and needle hub. Amjected bubble
into the implant could result in slower
drug release. -
No air
bubble

X Inspect the syringe and the needle hub
using magnification to ensure that no ai
bubbles are present (see Figure 22).

Note: Use the syringe withid5 minutesof
removing all air and adjusting the dry

Figure 22
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dose to avoid drug solution drying in
the needle and impeding fluid flow.

Do notuse the refill needle or syringe
if the needle is clogged.

Step10: Stabilize the globe and orient the
refill needle

Note: Perform theefill-exchange procedure
using magnification (e.g., loupes,
reading glasses, magnifiers) for visua
assistance.

x After placing the lid speculum in the eye
stabilize the globe with a cottdipped
applicator to minimize eye movement (S
Figure23).

s Recommend standing on the
contralaterakide of the implanted ey
with the patient looking down and
toward their nose to optimally expos
the implant.

x Orient the refill needle perpendicular to
the globe (see Figuiy).

Figure 23

Figure 24

17




Step 11 Insert the Refill Needle

Note: Insert needle at the very center of the
implant septum and perpendicular to
the implant to ensure the needle inse
fully. Do not maneuver if there is
resistance as it will bend the needle.

Do notuse a bent refill needle; replace if be
or if damage is suspected.

X Targeting the center of the implant
septum, insert the refill needle
perpendicularly through the conjunctiva
and into the implant septum (see Figure
25).
s If excessive resistance, withdraw the

refill needle. Orient and insert again.
s Do nottwist when encountering

FRQMXQFWLYD DQG 7%
gain access to the septum, as dama
to the overlying tissue and to the
septum of the device may result.

x Continue inserting the needle until the s
stop of the refill needle makes physical
contact with the conjunctiva (see Figure
26) to provide a tactile cue that optimal
contact has been made.

Figure 25

Conjunctiva
Flange

Step 12: Refill the SUSVIMO Implant

x Refill the implantslowly, by delivering
the entire contents of the syringe into th
implant, over approximately to 10
secondsto avoid pressure buHdp in the
implant reservoir. The soft stop of the
refill needle must remain in contact with
the conjunctiva throughout the procedur

X As ranibizumab is administered into the
implant, existing solution from the
implant should immediately begin to fill
the refill needle fluid collection chamber
(see Figure?).

collection
reservior

Figure 27
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x If fluid is not observed collecting in the
refill needle fluid collection reservoir,
stop injecting and ensure the refill need
is inserted into the center of the implant
septum at a perpendicular angle and th¢
soft stop is in contact with the
conjunctiva

x Administer all of the syringe contents in
order to achieve the target replacement
ranibizumab concentration in the implar
reservoir.

Step 13: Withdraw the Syringe

x  Withdraw the syringe perpendicular to ti
globe to avoid damaging the septused
Figure 28).

X A cottontipped applicator may be used
provide counter traction to the conjuncti
during needle withdrawal.

Figure 28

Step 14: Dispose of the Used Components

x Do notrecap the needle or detach it fror
the syringe. Dispose of the used syringe
together with the refill needle in a sharp
disposal container or in accordance with
local requirements.

Step15: Perform Indirect Ophthalmoscopy

x Performdilatedindirect ophthalmoscopy
(and slit lamp exam as neede¢d)ensure
continued proper position of the implant
and its components (e.g., septumjhe
vitreous cavity and to examine for
complications.

29 Delayed or Missed Doses

For patients with AMD or DME fia planned dose (refi#xchange) oBUSVIMO (ranibizumab
injection) is missed, it should be administered as soon as possible and the subsequent refill
exchange procedures should be performed 24 weeks (approximately 6 months) thereafter.
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For patients with DR, if a planned dose (redilchange) of SUSVIMO (ranibizumab injection)
is missed, it should be administered as soon as possible and the subsequexthafie
procedures should be performed 36 weeks (approximately 9 monthsjtdrerea

2.10 Dosage (RefilExchange) Modifications for Adverse Reactions

Table 1 describes dosage modifications for specific adverse Redstend/arnings and
Precautions (5)] No dosage reductions for SUSVIMO are recommended.

Table 1: Dosage (RefilExchange) Modifications for Adverse Reactions

Adverse Reactions Dosage Modification
,QWUDRFXODU LQIODPPDMW Withhold dose (refilexchange)
Sight threatening events (e.qg., Withhold dosdrefill-exchange)

rhegmatogenoustinal detachment, vitreous
hemorrhage, unexplained vision loss, etc.)

Local infectionsof either eye Withhold dose (refilexchange)
Infectious endophthalmitis Withhold dose (refilexchange)
Severe systemic infection Withhold dose (refilexchange)
Observed damage to the implant Withhold dose (refilexchange) and conside

SUSVIMO implant remova]see Dosage and
Administration (28, 29)].

3 DOSAGE FORMS AND STRENGTHS

Injection: 100 mg/mL, clear to slightly opalescent, colorlesslightly brownish solution in a
singledosevial

4 CONTRAINDICATIONS

4.1 Ocular or Periocular Infections
SUSVIMO (ranibizumab injection) is contraindicated in patients with ocular or periocular
infections.

4.2 Active Intraocular Inflammation
SUSVIMO (ranibizumab injection) isontraindicated in patients with active intraocular
inflammation.

4.3 Hypersensitivity
SUSVIMO (ranibizumab injection) is contraindicated in patients with known hypersensitivity to
ranibizumab products or any of the excipients in SUSVIMO (ranibizumab injection).

5 WARNINGS AND PRECAUTIONS

The SUSVIMO implant and/or implamelated procedures have been associated with
endophthalmitisshegmatogenoustinal detachment, implant dislocation, septum dislodgement,
vitreous hemorrhage, conjunctival erosion, conjunctival retraction, and conjunctival blebs.
Patients should be instructed to report any signs or symptoms that could be associated with these
everts without delay. In some cases, these events can present asymptomatically. The implant and
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the tissue overlying the implant flange should be monitored routinely following the implant
insertion, and refilexchange procedures to permit early medical or surgical intervention as
necessary. Special precautions need to be taken when handling SUSUiMOnent$see

How Supplied/Storage and Handling (16.3)]

5.1 Endophthalmitis

In the active comparator period of controlled clinical trinl&AMD, theranibizumakimplant has
been associated with af@ld higher rate of endophthalmitis than monthly intravitreal injections
of ranibizumab (1.7% in the SUSVIMO arm vs 0.5% in the intravitreal arm). When including
extension phases of clinical tria6 (11/555)f patients receivinghe ranibizumab implant
experienced an episode of endophthalmitis. Reports occurred betwednanaly853, with a
median ofLl73days. Many, but not albf the cases of endophthalmitis reported a preceding or
concurrent conjunctival retraction or erosion event.

In the active comparator period of the controltdidical trial in DME, 0% of patients in the
SUSVIMO arm compared to 0.3% in the intravitreal arm experienced an episode of
endophthalmitis. When including the extension phase of the clinical trial, 0.7% (4/556) of
patients receiving the ranibizumab implanperienced an episode of endophthalmRisports
occurred between dag25and1016 with a median 0824 days.

In the period with an observational comparator arm of the clitrighin DR, there were no
patients(0/105)in the SUSVIMO arm who experienced an episode of endophthalsags
Clinical Studieq14.3). When including the extension phase of the clinical @ia%o (1/128)
patientsreceiving the ranibizumab implaexperienced an episode of endophthalnmtish the
eventreported on day 695.

Endophthalmitis should be treated promptly in an effort to reduce the risk of vision loss and
maximize recovery. The SUSVIMQ@anibizumab injectiondose (refitexchange) should be
delayed until resolution of endophthalmiii®e Dosage and Administration 18) and Adverse
Reactions (6.1)]

Patients should not have an active or suspected ocular or periocular infection or severe systemic
infection at the time of any SUSVIMO implant or refill procedukppropriate intraoperative
KDQGOLQJ IROORZHG E\ VHFXUH FORVXUH RI WKH FRQMXQFW
and surgical repair of conjunctival erosions or retoastand strict/controlled aseptic technique

conditions throughout refiéxchangeroceduresnayreduce the risk of endophthalmifsee

Dosage and Administration (2.1) and Warniragsl Precautions (5.5)

5.2 Rhegmatogenous Retinal Detachment

Rhegmatogenous retinal detachments have occurred in clinical trials of SUSVIMO and may
result in vision loss. Rhegmatogenous retinal detachments should be promptly treated with an
intervention (e.g., pneumatic retinopexy, vitrectomy, or laser photocoagulation). SUSVIMO
(ranibizumab injectiondose (refitexchange) should be delayed in the presence of a retinal
detachment or retinal brefdgee Dosage and Administration 1B)].
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Careful evaluation of the retinal periphery is recommended to be performed, and any suspected
areas of abnormal vitretinal adhesion or retinal breaks should be treated before inserting the
implant in the eye.

5.3 Implant Dislocation

In clinical trials, the device has dislocated/subluxated into the vitreous cavity or has extended
outside the vitreous cavity into or beyond the subconjunctival spasgcedislocation requires
urgent surgical intervention. Strict adherence to the scleral incision length and appropriate
targeting of the pars plana during laser ablation may reduce the risk of imtiglangtion

5.4 Septum Dislodgement

In clinical trials,a type of implantdamage wheréhe septunhas dislodgedhto the implant body

has been reported. Perform a dilated slit lamp exam and/or dilated indirect ophthalmoscopy to
inspect the implant in the vitreous cavity through the pupil prior to and after theexefilange
procedure to identify if septum dislodgent has occurred. Discontinue treatment with
SUSVIMO (ranibizumab injection) following septum dislodgement and consider implant
removal should the benefit of the removal procedutgveigh the risksee Dosage and
Administration (2)]. Thebenefits andisks of retaining, removing, or removing and replacing

an implant with a dislodged septum ar well characterized

Appropriate handling and insertion of the refill needle into the septum (avoid twistifay and
rotation) is required to minimize the risk of septum dislodgerjsse¢ Dosage and
Administration (28)].

55 Vitreous Hemorrhage
Vitreous hemorrhages may result in temporary vision loss. Vitrectomy may be needed in the case
of a nonclearing vitreous hemorrhadsee Dosage and Administration 1P)].

In clinical trials of SUSVIMO includinghe extension phases patients with AMD, vitreous
hemorrhages were reported in 5.2% (23/443) of patients receiving SUSVIMO.

In the clinical trial of SUSVIMO includinghe extension phases in patients with DME, vitreous
hemorrhages were reported in 10.1% (56/556) of patients receiving SUSVIMO.

In the clinical trial of SUSVIMO includinghe extension phase in patiemsth DR, vitreous
hemorrhages were reported in 9.4% (12/128) of patients receiving SUSVIMO.

The majority of these hemorrhages occurred within the firstquestative month following
surgical implantation and the majority of vitreous hemorrhages resolved spontaneously.

Patients on antithrombotic medication (e.g., oral anticoagulants, asyinsteroidal ani
inflammatory drugs) may be at increased risk of vitreous hemorrhage. Antithrombotic
medications are recommended to be temporarily interrupted prior to the implant insertion
procedure. The SUSVIMQdgnibizumab injectiopndose (refillexchange) should be delayed in
the event of sighthreatening vitreous hemorrhage. The use of pars plana laser ablation and
scleral cauterization should be performed to reduce the risk of vitreous hemorrhage.
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5.6 Conjunctival Erosion or Retraction

A conjunctival erosion is a full thickness degradation or breakdown of the conjunctiva in the area

of the implant flange. A conjunctival retraction is a recession or opening of the limbal and/or

radial peritomy. Conjunctival erosions or retractions have hesociated with an increased risk

of endophthalmitis, especially if the implant becomes exposed. Surgical intervention (e.g.,
FRQMXQFWLYDO 7HQRQYVY FDSVXOH UHSDLU LV UHFRPPHQGH
erosion or retraction with or withoekposure of the implant flange.

In clinical trials of SUSVIMO includinghe extension phases patients with AMD, 3.6%
(16/443) of patients receiving SUSVIMO reported conjunctival erosion and 1.6% (7/443) of
patients receiving SUSVIMO reported conjunctival retraction in the study eye.

In the clinical trial of SUSVIMO includinghe extension phases of patients with DME, 2.2%
(12/556) of patients receiving SUSVIMO reported conjunctival erosion and 1.3% (7/556) of
patients receiving SUSVIMO reported conjunctival retraction in the study eye.

In the clinical trial of SUSVIMO includinghe extension phase in patiemgth DR, 2.3%
(3/128 of patients receiving SUSVIMO reported conjunctival erosionlaéib (2/128 of
patients receiving SUSVIMO reported conjunctival retraction in the study eye

$SSURSULDWH LQWUDRSHUDWLYH KDQGOLQJ RI FRQMXQFWLY
integrity and secure closure of peritomy while ensuring placement of sutures away from implant

edge may reduce the risk of conjunctival erosion or retracfio@implant and the tissue

overlying the implant flange should be monitored routinely following the implant insertion

5.7 Conjunctival Bleb

A conjunctival bleb is an encapsulated elevation of the conjunctiva above the implant flange,
which may be secondary to subconjunctival thickening or fluid. Conjunctival blebs may require
surgical management to avoid further complications, especiallg iftplant septum is no

longer identifiable due to the conjunctival bleb.

In clinical trials of SUSVIMO includinghe extension phasen patients with AMD, 5.9%
(26/443) of patients receiving SUSVIMO reported conjunctival bleb/conjunctival filtering bleb
leak in the study eye.

In the clinical trial of SUSVIMO includinghe extension phases in patients with DME, 9%
(50/556) of patients receiving SUSVIMO reported conjunctival bleb/conjunctival filtering bleb
leak in the study eye.

In the clinical trial of SUSVIMO includinghe extension phase in patientéth DR, 3.9%
(5/128 of patients receiving SUSVIMO reported conjunctival bleb/conjunctival filtering bleb
leak in the study eye.

Strict adherence to the scleral incision length, appropriate intraoperative handling of conjunctiva
DQG 7THQRQTV FDSVXOH WR SUHVHUYH WLVVXH LQWHJULW\ DC
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seating of the refill needle during refékchange procedures may reduce the risk of conjunctival
bleb.

5.8 Postoperative Decrease in Visual Acuity

Visual acuity was decreased by 4 letters on average in the first postoperative month and 2 letters
on average in the second postoperative month following initial implantation of SUSWVIMO

patients with AMDJ[see Clinical Studies (14.1)].

Visual acuity was decreased Byetters on average in the first postoperative month aod3
letters on average in the second postoperative month following initial implantation of SUSVIMO
in patients with DMEand DR[see Clinical Studies (14.2nd 14.3].

5.9 Posbperative Intraocular Inflammation

Posbperativentraocular inflammatioas occurred followinGUSVIMO implantationThe
majority of cases occurred during the first wéallowing implantationand resolved within the
first month.

5.10 Air Bubbles Causing Improper Filling of the Implant

Minimize air bubbles within the implant reservoir as they may cause slower drug release. During
the initial fill procedure, if an air bubble is present, it must be no larger than 1/3 of the widest
diameter of the implant. If excess air is observed aftgalifill, do notuse the implant. During

the refillexchange procedure, if excess air is present in the syringe and deedieuse the

syringe and needle. If excess air bubbles are observed after thexdfiinge procedure,

consider repeating the reféixchange procedure.

5.11 Deflectionor Movement of the Implant

Use caution when performing ophthalmic procedess.,B-scan ophthalmic ultrasound, scleral
depression, or gonioscopthat may cause deflectiam movemenof the implant and
subsequent injury.

6 ADVERSE REACTIONS

The following adverse reactions are discussed in greater detail in other sections of the label:
Endophthalmitigsee Warnings and Precautions (5.1)]

Rhegmatogenous Retinal Detachmisee Warnings and Precautions (5.2)]

Implant Dislocatior{see Warnings and Precautions (5.3)]

Septum Dislodgemerfsee Warnings and Precautions (5.4)]

Vitreous Hemorrhagpsee Warnings and Precautions (5.5)]

Conjunctival Erosion or Retractigaee Warnings and Precautions (5.6)]

Conjunctival Blesee Warnings and Precautions (5.7)]

Postoperative Decrease in Visual Acydgge Warnings and Precautions (5.8)]

X X X X X X X X

6.1 Clinical Trial s Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in one clinical trial of a drug cannot be directly compared with rates in the clinical trials
of the same or another drug and may not reflect the rases\aed in practice.
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The data below (Tabl®) reflect exposure of 248 patients with AMD in the Archway study
throughWeek 40, 320 patients with DME in the Pagoda study up to Weekn@4105 patients
with DR in the Pavillion study through Week &lowing the SUSVIMO initial fill and implant
insertion, refill, and implant removal (if necessary) procedures.

In clinical trials of SUSVIMO inAMD patiens, WKH PRVW FRPPRQ - DGYHUVH
to Week 40 were conjunctival hemorrhage (72%), conjunctival hyperemia (26%), iritis (23%),
and eye pain (10%¥peptum dislodgement was reported in 0.4% of the AMD patient population.

In clinical trials of SUSVIMO inDME patiens, SDWLHQW SRSXODWLRQ WKH PRVW
adverse reactions up to Week 64 were conjunctival hemorrhage (62%), conjunctival hyperemia
(15%),iritis (14%),eye pain (13%)cataract (11%), conjunctival disorder (10%) and vitreous
hemorrhage (10%)

In clinical trials of SUSVIMO inDR patiens, WKH PRVW FRPPRQ - DGYHUVH L
Week 52 were conjunctival hemorrhage (73éthjunctival disorder (14%), iritis (12%) and
conjunctival hyperemia (11%).

Table 2 $GYHUVH 5HDFWLRQV RFFXUULQJ LQ - RI SDWLHQWYV

Adverse AMD DME DR
Reactions Week 40 Week 64 Week 52
SUSVIMO | Intravitreal SUSVIMO | Intravitreal SUSVIMO
n =248 | ranibizumab n =320 ranibizumab n =105
n=167 0.5mg
n=314
Conjunctival 72% 6% 62% 18% 73%
hemorrhage
Conjunctival 26% 2% 15% 0 11%
hyperemia
Iritis® 23% 0.6% 14% 2% 12%
Eye pain 10% 5% 13% 6% 9%
Conjunctival 9% 0 10% 0.3% 14%
disordef
Vitreous 9% 2% 4% 5% 2%
floaters
Conjunctival 8% 0 8% 0 2%
bleb/ filtering
bleb leaR
Foreign body 7% 1% 3% 2% 9%
sensation in
eyes
Headach®& 6% 2% 6% 4% 9%
Hypotony of 6% 0 3% 0 0
eye
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Adverse AMD DME DR
Reactions Week 40 Week 64 Week 52
SUSVIMO | Intravitreal SUSVIMO Intravitreal SUSVIMO
n =248 | ranibizumab n =320 ranibizumab n =105
n=167 0.5mg
n=314
Vitreous 6% 5% 8% 5% 9%
detachment
Vitreous 5% 2% 10% 2% 6%
hemorrhage
Cataract 4% 4% 11% 7% 7%
Corneal 4% 0 1% 0 1%
disorder
Corneal 4% 0.6% 4% 1% 4%
abrasiofi
Corneal 4% 0 4% 0.3% 4%
edema

1 lritis includes: iritis, anterior chamber flamnterior chamber inflammatioand anterior
chamber cell

2 Conjunctival disorder includesonjunctival adhesigrconjunctival disorder, conjunctival
edema, conjunctival erosipconjunctival retractionrandsubconjunctival fibrosis

3 Conjunctival blebffiltering bleb leak includes: conjunctival bleb, conjunctival filtering bleb
leak, conjunctival cyst, subconjunctival cyst, and implant site cyst

4 Headache includes: headache and procedural headach

® Cataract includesataract, cortical cataract, nuclear cataractisubcapsular cataract

® Corneal abrasion includes: corneal abrasion and vital dye staiminga present.

In clinical trials of SUSVIMO, hyphema was reported in 0.4% of AMD pat®rit.9% of DME
patients and 1.9% of DRpatients.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

There are no adequate and wahtrolled studies of SUSVIMQ#gnibizumab injection
administration in pregnant womeAdministration of ranibizumab to pregnant monkeys
throughout the period of organogenesis resulted in a low incidence of skeletal abnormalities at
intravitreal dosesip to41 times the human exposure (based on serum ehelaing the
recommended clinical doseNo skeletal abnormalities were observed at serum trough levels
similar to the human exposure after a single eye treatment@cithramended calical dose(see
Data).

Animal reproduction studies are not always predictive of human response, and it is not known
whether ranibizumab can cause fetal harm when administered to a pregnant woman. Based on
the anttVEGF mechanism of action for ranibizumfgee Clinical Pharmacology (12]1)

treatment with SUSVIMOrénibizumab injectionmay pose a risk to human embryofetal
development.
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All preghancies have a background risk of birth defdoss, and other adverse outcomes. The
background risk of major birth defects and miscarriage for the indicated population is unknown.
In the U.S. general population, the estimated background risk of major birth defectst#/2%

and of miscarriage is ¥b +20% of clinically recognized pregnancies.

Data

Animal Data

An embryofetal developmental toxicity study was performed on pregnant cynomolgus monkeys.

Pregnantanimals received intravitreal injections of ranibizumab every 14 days starting on Day

20 of gestation, until Day 62 at doses of 0, 0.125, and 1 mg/eye. Skeletal abnormalities including
incomplete and/or irregular ossification of bones in the skull, vetebtumn, and hindlimbs

and shortened supernumerary ribs were seen at a low incidence in fetuses from animals treated
with 1 mg/eye of ranibizumab. The Igfeye dose resulted in trough serum ranibizumab levels

up to 41 times higher than observed humag@vels of SUSVIMO (anibizumab injection

after treatment of a single eye.

No skeletal abnormalities were seen at the lower dose of 0.125 mg/eye, a dose which resulted in
trough exposures similar to single eye treatment with SUSVIM@il{izumab injectionin

humans. No effect on the weight or structure of the placenta, maternal toxicity, or

embryotoxicity was observed.

8.2 Lactation

Risk Summary

There are no data available on the presence of ranibizumab in human milk, the effects of
ranibizumab on the breastfed infant or the effects of ranibizumab on milk production/excretion.
Because many drugs are excreted in human milk, and because the potential for absorption and
harm to infant growth and development exists, caution should be exercised when SUSVIMO is
administered to a nursing woman.

The developmental and health benefits of breastfeeding should be considered along with the
PRWKHUTV FOLQLFDOrapibizdi@ab RjgctoBad afdypotential adverse effects
on the breastfed child from ranibizumab.

8.3 Females and Males of Reproductive Potential

Contraception

Females of reproductive potential should use effective contraception during treatment with
SUSVIMO (ranibizumab injection) and for at least 12 months after the last dose of SUSVIMO
(ranibizumab injection).

Infertility
No studies on the effects of ranibizumab on fertility have been conducted and it is not known

whether ranibizumab can affect reproduction capaBigged on the anWEGF mechanism of
action for ranibizumab, treatment with SUSVIM@ur{ibizumab injectionmay pose a risk to
reproductive capacity.
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8.4 Pediatric Use
The safety and efficacy of SUSVIM@afibizumab injectionin pediatric patients have not been
established.

8.5 Geriatric Use

In the Archway study, 90% (222 of 248) of the patients randomized to treatment with SUSVIMO
ZHUH - \HDUV ROG DQG DSSUR[LPDWHO\ R ZHUH -
difference in treatment effect or safety was seen with increasing age.

11 DESCRIPTION

Ranibizumab is a recombinant humanized IgG1 kappa isotype monoclonal antibody freigment
intraocular use. Ranibizumab binds to and inhibits the biologic activity of human vascular
endothelial growth facteA (VEGF-A). Ranibizumab, which lacks an Fc region, has a molecular
weight of approximately 48 kilodaltons and is produced bk .acoli expression system in a
nutrient medium containing the antibiotic tetracycline. Tetracycline is not detectable in the final
product.

SUSVIMO (ranibizumab injectiohnis suppliedasasterile, clear to slightlppalescent, colorless
to slightly brownish solution for intravitreal use via the SUSVIMO implant. Each skulgiee

vial contains 10 mg of ranibizumab, histidine HCI (thd), polysorbate 20 (0.01 mg), sucrose
(8.2 mg), and Water for Injection, in 0.1 mL of solution with a pH of 5.5. The SUSVIMO
implant is designed to contain approximately 0.02 mL (2 mg) of ranibizumab solution when
filled. SUSVIMO does not contain an antimicrobiatgervative.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

Ranibizumab binds to the receptor binding site of multiple biologically active forms of VEGF
including VEGhR10. VEGFA has been shown to cause neovascularization and leakage in models
of ocular angiogenesis and vascular occlusion and is thought to contribute to pathophysiology of
neovascular AMD. The binding of ranibizumab to VEGprevents the interaction of VEGK

with its receptors (VEGFR1 and VEGFR2) on the surface of endothelial cells, reducing
endothelial cell proliferation, vascular leakage, aad blood vessel formation.

12.3 Pharmacokinetics

The SUSVIMO implant provides a continuous release of ranibizumab where the release of
ranibizumab into the vitreous decreases over time as the concentration in the depleases.
The ranibizumab serum and aqueous hucoocentrations with a SUSVIMO 24eekand 36
weektreatment interval are maintained below the maximum and above the minimum
concentrations experienced with monthly 0.5 mg intravitreal ranibizumab.

Distribution
Ranibizumab did not accumulate in serum when administered with refills every 24aveeks
every 36 weeks

Following implant insertion c8USVIMO in patients with AMDthe mean (£SD) maximum
ranibizumab serum concentration€) was 0.48 (£0.17) ng/mL and median (range) time to
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maximum serum concentrationz) was 26 (1+89) days. Following the initial fill and refill of
SUSVIMOin patients maximum serum concentrations of ranibizumab were below the
ranibizumab concentration necessary to inhibit the biological activity @By 50%.

Elimination

Metabolism

The metabolism of SUSVIMO (ranibizumab injection) has not been studied. SUSVIMO
(ranibizumab injection) is a monoclonal antibody fragment and antibodies are cleared principally
by catabolism.

Excretion
The full excretion profile for ranibizumab following administration of SUSVIMO is unknown.

SpecificPopulations

Patients with renal impairment were included in the population pharmacokinetic analysis of
SUSVIMO (ranibizumab ijection). Across all indicationsystemic clearance of ranibizumab
was slightly lower in renally impaired patients but was not clinically significant. No clinically
significant differences in the pharmacokinetics of ranibizumab were observed basedron age
the patient population

12.6 Immunogenicity

As with all therapeutic proteins, there is potential for immune respomsgients treated with
ranibizumab including SUSVIMO. The detection of an immune response is highly dependent on
the sensitivity, specificity, and drug tolerance level of the assay. Additionally, the observed
incidence of antibody positivity in an assay n&yinfluenced by several factors including assay
methodology, sample handling, timing of sample collection, concomitant medications, and
underlying disease. For these reasons, comparison of the incidence of antibodies in the study
described below with thiacidence of antibodies in other studies or to other products may be
misleading.

Prior to treatment with SUSVIMO, 23.6% of patientsvith AMD, DME, or DRtested positive

for antiranibizumakantibodies. In patients with AMD, after the SUSVIMO implant insertion

and treatment, 12% (29 of 247) patients tested positive forambizumab antibodiegn

patients with DME, after 4 doses of intravitreal ranibizupzetdl SUSVIMO implant insertion

and treatment, 3% (41 of 320) patients tested positive for aranibizumab antibodiegn

patients with DR, after 2 doses of intravitreal ranilonah and SUSVIMO implant insertion and
treatment, 17% (17 of 99) patients tested positive forrantbizumab antibodie®o clinically
meaningful differences in the pharmacokinetics, efficacy, or safety in patients testing positive for
antiranibizumab antibodies were observed.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

No studies have been conducted to determine the carcinogenic or mutagenic potential of
SUSVIMO (ranibizumab injection). Based on the AffiGF mechanism of action for
ranibizumab, treatment with SUSVIMO (ranibizumab injection) may pose a risk to repvaducti
capacity[see Females and Males of Reproductive Potential (8.3)]

29



14 CLINICAL STUDIES

14.1 Neovascular (wet) Agerelated Macular Degeneration (AMD)

The clinical efficacy and safety of SUSVIM@(ibizumab injectiopwas assessed in a

randomized, visual assessoasked, activereatmenicontrolled study

(Archway-NCT03677934) in patients with AMD. A total of 415 patients (248 in the SUSVIMO

arm and 167 in the intravitreal ranibizumab arm) were enrolled and treated in this study.

Patients were diagsa with AMD withinthe 9OPRQWKY SULRU WR VFUHHQLQJ DQ!
doses of amVEGF intravitreal agents in the study eye within the last 6 months prior to

screening. Each patient was required to have demonstrated a response tWBGENti

intravitreal agent prior to randomira. Patients were randomized in a 3:2 ratio to receive
continuous delivery of SUSVIMCrgnibizumab injectiopnvia the SUSVIMO implant every 24

weeks or 0.5 mg intravitreal ranibizumab injections every 4 weeks. For patients randomized to
the SUSVIMO arm, gpplemental treatment with 0.5 mg intravitreal ranibizumab injections was
available at Weeks 16, 20, 40, 44, 64, 68, 88, and 92, if needed. In the first 24 weeks, 1.6% of
patients assessed for supplemental treatment received 1 or more supplemental¢sgaimnakin

the following 24 weeks, 5.4% of patients assessed for supplemental treatment received 1 or more
supplemental treatment(s).

The primary efficacy endpoint of change from baseline in distance Best Corrected Visual Acuity
(BCVA) score averaged over Week 36 and Wé@ldemonstrated that SUSVIMO was

equivalent to intravitreal ranibizumab injections administered every 4 weeks.edatHitacy

results are shown in Table 3 and Figure 29 below.

Table 3 Visual Acuity outcomes at Week 40 in Archway (GR40548) Study

Outcome Measure* SUSVIMO Intravitreal Difference
(200 mg/mL) ranibizumab (95% CI)**
n=248 0.5 mg (10
mg/mL)
n=167
Adjusted Mean change from 0.2 0.5 -0.3
baseline in BCVA score average (-1.7, 1.1)***
over Weeks 36 and 40

BCVA = Bestcorrected visual acuity

*BCVA measured using the Early Treatment Diabetic Retinopathy Study (ETDRS) visual acuity chart at a starting
distance of 4 meters.

**All estimates are adjusted estimates based on a reffedt model with repeated measures. SUSVIMO arm
intravitreal ranibizumab arm. 95% is a rounding of 95.03% ClI; The type 1 error was adjusted forgatetym
monitoring.

***Equivalence margins were +4.5 letters.

Figure 29 Adjusted Mean change from Baseline in Best Corrected Visual Acuity in study
eye through Week 48 in the Archway (GR40548) study*, **
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*Prior to study treatment, a median of 4 doses of ®R{GF intravitreal agents were administered in the study eye
of patients in the SUSVIMO and intravitreal ranibizumab arms.

**Decrease in BCVA at Week 4 during pesperative recovery period.

Q24W = every 24 weeks; Q4W = every 4 weeks

Consistent results were observed across patient subgroup analyses for mean change from
baseline in BCVA score (age, gender, number of priorABGF intravitreal injections, and
baseline BCVA score).

14.2 Diabetic Macular Edema (DME)

The clinical efficacy and safety of SUSVIMO were assessed in a randomized, visual
assessemasked, active treatmeabntrolled study{PagodaNCT0410815%in patients

with DME. A total of 634 patients (381 in the SUSVIMO arm and 253 in the intravitreal
ranibizumab 0.5 mg arm) were enrolled and treated in this study. Patients were
randomized in a 3:2 ratio to receive continuous delivery of SUSVIMO via thian

every 24 weeks or 0.5 mg intravitreal ranibizumab injections every 4 weeks.

Prior to study treatment, a median of 4 doses of intravitreal ranibizumab 0.5 mg were
administered in the study eye of patients in the SUSVIMO and intravitreal ranibizumab
arms. Patient ages ranged from 29 to 89 years with a mean of 60.7 years. AZb¥%al of

of patients were previously treated for DME. At baseline, the overall mean visual acuity
was 65.3 letters (range: 25 to 89 letters).

The primary efficacy endpoint of change from baseline in distance Best Corrected Visual Acuity
(BCVA) score averaged over Week 60 and Week 64 demonstrated that SUSVIMO was non
inferior to intravitreal ranibizumab injections administered every 4 weeksil&ké&dficacy

results are shown in Table 4 and Figure 30 below.

Table 4 Key efficacy outcomesat Week 60 and Week 64 in the Pagoda (GR40550) Study

31



Outcome Measure* SUSVIMO Intravitreal Difference

100 mg/mL ranibizumab 0.5 mg (95% Cl)**

(20 mg/mL)
n=381
n=253

Change in BCVA scores
from baseline averaged
over Week 60 and Week 6
Adjusted Mean 9.6 9.4 0.2 (1.2,1.6)

BCVA = Best corrected visual acuity
*BCVA measured using the Early Treatment Diabetic Retinopathy Study (ETDRS) visual acuity ctedrang

distance of 4 meters.
**All estimates are adjusted estimates based on a reffedt model with repeated measures. 95% is a rounding of
95.05% CI; The type 1 error was adjusted for interim safety monitoring.

Figure 30 Adjusted Mean changefrom Baseline in Best Corrected Visual Acuity in
study eye through Week 64 in the Pagoda (GR40550) study

Consistent results were observed across patient subgroup analyses for mean change from
baseline in BCVA score (age, ethnicity, gendaseline HbAlc score, focal/macular laser
history, baseline BCVA score, prior intravitreal aiEGF treatment and DR severity).

14.3 Diabetic Retinopathy (DR)

The clinical efficacy and safety 8USVIMO were assessed in a randomized, visual assessor
and reading centenasked studyPavilionrNCT0450355)in patients withmoderatelysevere to
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severenon-proliferativediabetic retinopathy (NPR) [Early Treatment Diabetic Retinopathy
Study Diabetic Retinopathy Severity SclHE 8 DRSDRSS) of 47 or 53)without center

involved DME(CI-DME), andwho had not received prior treatment in the study eye for DR. A
total of 174 patients (106 in tI8JSVIMO arm and 68 in thebservationatomparator arm)

were enrolled in this study.

Patients who had not received prior treatment in the study eye for DR were randomized in a 5:3

ratio to continuous delivery 8USVIMO via the implant every 36 weeks to clinical

observation. Prior to the implant procedure, two loading doses ofiiné@wanibizumab 0.5 mg

were administered in the study eyée observational comparator arm did not receive loading

doses of intravitreal ranibizumalbor patientsvho developed GDME or proliferative diabetic
retinopathyanteriorsesgmentneovascularizatin in either arm, supplemental treatment with

intravitreal injections of 0.5 mg ranibizumab was availaBlelU LQYHVWLJDWRUTV FOLQI
any nonrefill-exchange study visiPatient ages ranged from 24 to 83 years with a mean of 53.9

years. At baseline, the overall mean visual acuity was 82.4 letters (range: 69 to 97 letters).

The primary efficacy endpointas theproportion of patients with a 2-step improvement on the
ETDRSDRSS from baseline at Week %@rsus clinical observation. SUSVIM@ith two

loading doses of intravitreal ranibizumab veaperior to clinical observaticat Week 52
Detailed results are shown in Tabland Figure31 below.

Table 5 Efficacy Outcomes through Week 52 in the Pavilion (GR4167%5tudy
Outcome Measure SUSVIMO Clinical Observation Difference
100 mg/mL (n=68) 95% CI *
(n=106)
Adjusted poportion 80% 9% 71% (61%, 81%)

of patients withe 2-
step improvement
from baselineon the
ETDRSDRSS at
Week 52
ETDRSDRSS = Early Treatment Diabetic Retinopathy Sthigbetic Retinopathy Severity Scores
CMH = CochrarMantetHaenszel test

*All estimates are adjusted estimates based on the CMH method. 95% is a rounding of 95.04% ClI; the
type 1 error was adjusted for interim safety monitorpx).01 compared with clinical observation.
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Figure 31 $GMXVWHG 3URSRUWLR Q-Step BripMierHeQthomh ZLWK D -«
Baseline on ETDRSDRSS in Study Eye over Time through Week 52 in
the Pavilion (GR41675) Study

In theSUSVIMO arm, none of the patients assessed for supplemental treatment received any
supplemental injections of intravitreal ranibizumab 4% of patients in thebservational
comparator arm received 1 or more supplemental treatrieotgghWeek 52.

Consistent results were observed across patient subgroup analySEBREDRSSscore
including aye,race, ethnicitybaselinenemoglobin (HbAlcand baselin&ETDRSDRSSscore.

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

Each SUSVIMO initial fill needle kit (NDG0242078-55) contains:

x One SUSVIMO 100 mg/mL singldose glass vial

x OneSUSVIMO initial fill needle (34JDXJH QHHGOH ZLWK D P LQWHJUDW|
cap

Each SUSVIMO fanibizumab injectioncarton (NDC 502407812) contains one SUSVIMO
(ranibizumab injection100 mg/mL that is clear to slightly opalescent, colorlestightly
brownish solution in a singlelose glass vial.

Each SUSVIMQinitial fill needle carton contains a SUSVIM@itial fill needle (34gauge
QHHGOH ZLWK D P LOQWHJUDWHG ILOWHU ZLWK D EOXH FDS
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Each SUSVIMO refill needle carton contains a SUSVIMO refill needleg@4ge vented needle
witha5 P LQWHJUDWHG ILOWHU ZLWK D FOHDU FDS
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Device and Materials Description

Components

Figure 32

SUSVIMO implant

x SUSVIMO implant (Figure33) is capable
of holding 0.02 mL of drug, and is secur
within the sclera, by the extrascleral
flange that remains visible through the
conjunctiva following insertion.

X The septum is a sedfealing interface
throughwhich ranibizumab is
administered to fill the implant.

SUSVIMO (ranibizumab injection) 100

mg/mL vial

X SUSVIMO (ranibizumab injection)
(Figure34) is used to fill the implant with
ranibizumab prior to insertion or during
subsequent refdéxchange in an office
based setting.
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SUSVIMO refill needle

X SUSVIMO refill needle (Figur8&5)
consists of a 34 G vented needle assemr
VLOLFRQH VRIW VWRS [
filter within the needle hub. It is designes
to simultaneously exchange the content
of the implant reservoir witheplacement
ranibizumab in an officéasedsetting. As
replacement ranibizumab is administere
into the implant through the stainlesigel
cannula, fluid remaining in the implant
flows through openings in the vented
needle and is collected in the fluid
collection reservoir. Figure 35

x SUSVIMO refill needle is distinguished
by its clear cap.

Materials List
Materials that are required and supplied to perform the procedure are:

X
X

SUSVIMO refill needle, 34 G, with clear cap
SUSVIMO (ranibizumab injection) 100 mg/mL

Additional materialsequired to perform the procedure but are not provided are:

X

X X X X X X X X X X X

One sterile 1 mL Luer Lock syringaot included)
One sterile &micron filter needle (19auge x 1% inchjnot included)
Anesthetic ophthalmic solutions

Ophthalmic lboadspectrum microbicideolution
Cotton tips and gauze

Sterile powder free gloves

Face masks

Lid speculum

Magnification such as visor or loupes

Task lighting

Indirect ophthalmoscope and lens

Sterile drapdoptionalfor refill-exchange procedure)

16.2 Storage

Store SUSVIMO initial fill needle kit at 2°C to 8°C (36°F to 46°Bh not freeze. Protect from
light. Do not shake.The SUSVIMO initial fill needle has been sterilized with electron beam
processing.
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Store SUSVIMO fanibizumab injection100 mg/ mL vial at 2°C to 8°C (36°F to 46°B not
freeze. Protect from lighDo not shake. Prior to use, the unopened vial may be kept at 9°C to
30°C (48°F to 86°F) for up to Z4burs provided it is protected from light.

Store the SUSVIMOmplant and insertion tool assembigfill needleand explant tocht room
temperature 15°C to 25°C (59°F to 77°HFhe SUSVIMOimplant andnsertion tool assembly
has been sterilized with ethylene oxide gdse SUSVIMOrefill needle andéxplant toohas
been sterilized with electron beam processing.

Store the SUSVIMO initial fill needlat 2°C to 25°C (36°F to 77°F). The SUSVIMO initial fill
needlehas been sterilized with electron beam processing.

16.3 Handling

SUSVIMO components are supplied sterile andf@rsingleuse only. Do not reprocess,

re-sterilize, or reuse SUSVIMO components. Do not use if the sterility has been compromised or
the contents have been dropped, damaged or tampered with. Do not use past the expiration date
printed on the label. Do nopen sealed tray until time of use. Avoid contact between sharp
surgical instruments and the SUSVIMO implant as the material of the septum and silicone
encasing is soft and susceptible to damage.

Important Device Handling Information
x Use caution when performing ophthalmimcedurege.g.,B-scan ophthalmic
ultrasound, scleral depression, or goniosgapgt may cause deflectiamm movemenof
the implant and subsequent injury.

Ocular Implant Initial Fill Procedure
x Minimize air bubbles within the implant reservoir as they may cause slower drug release.
If an air bubble is present, it must be no larger than 1/3 of the widest diameter of the
implant.If excess air is observed after initial fillp not use the implant.

Ocular Implant InsertiofProcedure
x Perpendicular entry of the implant is important to avoid contact between the implant and
intraocular structures such as the lens, as contact between the implant and the intraocular
structures may cause adversactionssuch as traumatic cataract.
x Avoid excessive force on the globe by first ensuring that the tip of the implant has passed
through the sclerpars plana incision before slowly pushing the implant into place

Ocular Implant Removal Procedure
x Do notgrasp the implant by the short axis of the implant flange. Remove the implant in a
gentle manner. Perpendicular exit of the implant is important to avoid contact between
the implant and intraocular structures such as the lens.

17 PATIENT COUNSELING INFORMATION
Advise the patient to read the FEspproved patient labeling (Medication Guide).

Advise patients on the following after the implant insertion procedure:
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Positioning:
x Keep head above shoulder level for the rest of the day.
x Sleep with head on 3 or more pillows during the day anditite after surgery.

How to care for the treated eye after the procedure:

x Do not remove the eye shield until they are instructed to do so byhdaihcare
provider. At bedtime, continue to wear the eye shield for at least 7 nights following the
implant surgery.
Administer all posoperative eye medications as directed by their healthcare provider.
Do not push on the eye, rub the eye, or touch the area of the eye where the implant is
located (underneath the eyelid in the upper and outer part of the eye) for 30 days
following the implant insertion.

x Do not participate in strenuous activities untiinbnth after the implant insertion or after
discussion with their healthcare provider.

Magnetic Resonance (MR) Conditional information:
x The SUSVIMO implant is MR conditional. Inform their healthcare provider that they
have SUSVIMO implanted in their eye and show their healthcare provider the SUSVIMO
implant card should they require Magnetic resonance imaging (MRI).

Advise patients on the following after the Refitkchange procedure:
x Refrain from pushing on the treated eye, rubbing the eye, or touching the eye in the area
of the implant (located underneath the eyelid in the upper and outer part of your eye) for
7 days following the refitexchange procedure.
x Administer eye drops as directed by their healthcare provider.

Advise patients on the following after the implant removal procedure (if it is deemed medically
necessary):
x Keep your head above shoulder level for the rest of the day.
x Sleep with your head on 3 or more pillows if lying down during the day and night after
the implant removal.
x Wear an eye shield for at least 7 nights following the implant removal.
Do not patrticipate in strenuous activities until 14 days following the implant removal.
Administer all posbperative antinflammatory and antimicrobial drops, as directed by
your healthcare provider.

Advise patients on the following throughout SUSVIMO treatment:
x Do not drive or use machinery until the eye shield can be removed and visual function
has recovered sufficient[gee Adverse Reactions (6.1)]

x The SUSVIMO implant and/or implant related procedures have been associated with
conjunctival reactions (bleb, erosion, retraction), vitreous hemorrhage, endophthalmitis,
rhegmatogenous retinal detachment, the dislocation of the implant, septum dislogdgement
and a temporary decrease in vision.
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x While the implant is in the eye, avoid rubbing the eye or touching the area as much as
possible. However, if necessary to do so, make sure hands are cleaned prior to touching
the eye.

x Seek immediate care from an ophthalmologist if there are sudden changes in their vision
DQ LQFUHDVH LQ PRYLQJ VSRWV WKH DSSHDUDQFH RI 3\
vision), increasing eye pain, progressive vision loss, sensitivity tq figihess in the
white of the eye, auddersensation that something is in their eye, or eye discharge or
watering[see Warnings and Precautions)[5

SUSVIMO® [ranibizumab injection]

Manufactured by: SUSVIMO is aregisteredrademark of
Genentech, Inc. Genentech, Inc.

A Member of the Roche Group ©2025 Genentech, Inc.

1 DNA Way

South San Francisco, CA 9468090
U.S. License No.: 1048
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MEDICATION GUIDE
SUSVIMO® (suss-VIH-moh)
(ranibizumab injection)
for intravitreal use via SUSVIMO ocular implant

What is the most important information | should know about SUSVIMO?
SUSVIMO (ranibizumab injection) is delivered into the eye using the SUSVIMO implant. The SUSVIMO
implant and the procedures to insert, fill, refill and remove the eye (ocular) implant can cause serious side
effects including:
an eye infection (endophthalmitis) . Endophthalmitis is an infection of the eyeball that can cause permanent
damage to your eye including blindness. Call your healthcare provider right away if you have increasing

eye pain, vision loss, sensitivity to light, or redness in the white of the eye . Endophthalmitis requires
urgent (same day) medical or surgical treatment.
a missing layer on top of the white part of the eye (conjunctival erosion) . Conjunctival erosion is an area

that becomes missing (defect) in the layer (conjunctiva) that covers the white part of the eye which may result
in exposure of the implant. Call your healthcare provider right away if you have a sudden feeling that

something is in your eye, if you have eye discharge, or watering of the eye. Conjunctival erosion may
require surgical treatment.
an opening of the layer that covers the white part of the eye (conjunctival retraction). Conjunctival

retraction is an opening or gaping in the layer (conjunctiva) that covers the white part of the eye which may
cause the implant to be exposed. Call your healthcare provider right away if you have a sudden feeling

that something is in your eye, if you have eye discharge, or watering of the eye. Conjunctival retraction
may require surgical treatment.

See 3:KDW DUH WKH SRVVLEOH VLGH bt bthér\aeviol sideSebiect that may happen while in
treatment with SUSVIMO.

To help prevent or keep these side effects from becoming more serious follow all post -procedure
instructions your healthcare provider gives you. See 3+RZ ZLOO , UHFHLYH 6869,02"

What is SUSVIMO?
SUSVIMO (ranibizumab injection) is a prescription medicine used to treat adults with:

X Neovascular (wet) Age-related Macular Degeneration (AMD) who have responded to at least two injections of
a Vascular Endothelial Growth Factor (VEGF) inhibitor in the gel-like part of the eye (intravitreal).

X Diabetic Macular Edema (DME) who have responded to at least two injections of a Vascular Endothelial
Growth Factor (VEGF) inhibitor in the gel-like part of the eye (intravitreal).

X Diabetic Retinopathy (DR) who have responded to at least two injections of a Vascular Endothelial Growth
Factor (VEGF) inhibitor in the gel-like part of the eye (intravitreal).

It is not known if SUSVIMO is safe and effective in children.

Do not receive SUSVIMO if you:
have an infection in or around your eye.
have active swelling around your eye that may include pain and redness.

are allergic to ranibizumab or any of the ingredients in SUSVIMO. See the end of this Medication Guide for a
complete list of ingredients in SUSVIMO.

Talk to your healthcare provider before receiving this SUSVIMO if you have any of these conditions.

Before receiving SUSVIMO, tell your healthcare provider about all of your medical conditions, including if

you:
are currently taking or have recently taken medicines that lower the chance of blood clots forming in the body
such as warfarin, low or regular doses of aspirin, or nonsteroidal anti-inflammatory drugs (NSAID).
are pregnant or plan to become pregnant. It is not known if SUSVIMO will harm your unborn baby. You should
use birth control during your treatment with SUSVIMO and for 12 months after your last dose of SUSVIMO.
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are breastfeeding or plan to breastfeed. It is not known if SUSVIMO passes into your breast milk. Talk to your
healthcare provider about the best way to feed your baby if you receive SUSVIMO.
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter
medicines, vitamins, and herbal supplements.

How will | receive SUSVIMO?
SUSVIMO is implanted through the white part of the eye (sclera) by your healthcare provider.

Your healthcare provider will refill your implant device every 6 months (about every 24 weeks) if you have
AMD or DME or every 9 months (about every 36 weeks) if you have DR.

If you miss a scheduled refill, call your healthcare provider as soon as possible to reschedule your refill. Your
next refill should be given 6 months after your last refill if you have AMD or DME, or 9 months after your last
refill if you have DR.

Your healthcare provider will give you instructions to follow after the implant insertion, the refill procedure, and the
implant removal. The instructions may include:

After the Implant Insertion:

Positioning of your head

o Keep your head above shoulder level for the rest of the day.

o0 Sleep with your head on 3 or more pillows during the day and night after your implant insertion.
How to care for your eye

o Do not remove the eye shield from your eye until you are told to by your healthcare provider. At bedtime,
continue to wear an eye shield for at least 7 nights following the implant insertion.

0 Take all post-operative eye medicines as your healthcare provider tells you to.

o Do not push on the eye, rub the eye, or touch the area of the eye where the implant is located
(underneath the eyelid in the upper and outer part of your eye) for 30 days following the implant insertion.

o Do not participate in strenuous activities until 1 month after the implant insertion or after talking to your
healthcare provider.

Magnetic Resonance Imaging (MRI) Implant Card

o0 Get your implant card from your healthcare provider after receiving the implant and keep the card in a
safe place for future reference. The implant card contains important information about your SUSVIMO
implant.

0 Show your current and future healthcare providers your implant card. This is important if you need to
have an MRI. You may only receive an MRI under very specific conditions if you have the SUSVIMO
implant. Your healthcare provider will review the information on the implant card and will let you know if
you should receive an MRI.

After the Refill Procedure:

o Do not push on the eye, rub the eye, or touch the area of the eye where the implant is located
(underneath the eyelid in the upper and outer part of your eye) for 7 days following the refill procedure.
0 Take eye drops exactly as your healthcare provider tells you to take them.
After the Implant Removal:

o0 Keep your head above shoulder level for the rest of the day.

o Sleep with your head on 3 or more pillows if lying down during the day and night after implant removal.
0 Wear an eye shield for at least 7 nights following the implant removal.

o Do not participate in strenuous activities until 14 days following the implant removal.

o Give all post-operative drops, as told by your healthcare provider.

These are not all the instructions you may receive from your healthcare provider. Following all post-procedure
instructions may help prevent serious side effects or keep side effects from becoming more serious. See 3: KD W
WKH PRVW LPSRUWDQW LQIRUPDWLRQ , VKRXOG NQRZ DERXW 6869,02"

42




What should | avoid while receiving SUSVIMO?
Do not drive or use machinery until the eye shield can be removed and you can see.

Avoid rubbing your eye or touching the area of your eye where the implant is located as much as possible
while the implant is in place. If you have to rub or touch your eye, wash your hands first.

What are the possible side effects of SUSVIMO?
See 3:KDW LV WKH PRVW LPSRUWDQW LQIRUPDWLRQ onMieRixt@ageNQRZ DEH

In addition to those side effects listed on page one, the SUSVIMO implant and the procedures to insert, fill,

refill and remove the eye (ocular) implant can cause other serious side effects including:
Tear and s eparation of layers of the retina (Rhegmatogenous retinal detachment). Rhegmatogenous
retinal detachment is a tear and separation of one of the layers of the retina in the back of the eye that senses
light. Call your healthcare provider or go to the emergency room right away if you see flashing lights, see a
curtain or veil covering part of your vision, have a change in your vision, or a loss of vision. Rhegmatogenous
retinal detachment requires surgical treatment.
Implant movement (Implant  dislocation ): Tell your healthcare provider right away if you notice that the
implant has moved out of place. This movement may require surgical treatment to correct.
Implant d amage : Damage to the implant that prevents continued treatment (refills) with SUSVIMO. If the
implant is not able to be properly refilled, your wet AMD may be inadequately treated and your physician may
remove the implant and/or change your treatment.
Bleeding ( Vitreous hemorrhage ): Vitreous hemorrhage is bleeding within the gel-like substance (vitreous)
inside of your eye. Call your healthcare provider right away if you have an increase in moving spots or what
looks like spider webs in your vision as you may need an additional eye surgery.
Bump on top of the white layer of the eye ( Conjunctival bleb ): Conjunctival bleb is a small bulge in the
layer (conjunctiva) that covers the white part of the eye where the implant is inserted. This may be due to
leakage of fluid from the inside of the eye. Call your healthcare provider right away if you have a sudden
feeling that something is in your eye (foreign body sensation), see a bulge over the white part of your eye, if
you have eye discharge, or watering in the eye. You may need medical or surgical treatment.

Temporary decrease in vision after the SUSVIMO procedure .

The most common side effects of SUSVIMO include:

blood on the white of the eye - redness in the white of the eye
eye pain - sensitivity to light

These are not all the possible side effects of SUSVIMO.

Call your doctor for medical advice about side effects. You may report side effects to FDA at
1-800-FDA-1088.

You may also report side effects to Genentech at 1-888-835-2555.

General information about the safe and effective use of SUSVIMO.

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. You can ask your
pharmacist or healthcare provider for information about SUSVIMO that is written for health professionals.

What are the ingredients in SUSVIMO (ranibizumab injection)?
Active ingredient: ranibizumab
Inactive ingredients: histidine HCI, polysorbate 20, sucrose.

Manufactured by: Genentech, Inc. , A Member of the Roche Group, 1 DNA Way, South San Francisco, CA 94080-4990
U.S. License No.: 1048

This Medication Guide has been approved by the U.S. Food and Drug Administration Revised: 5/2025
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