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X US 4,564,016 A (Maurice et al.), 14 January 1986 (14.01.1986), entire document, espacially 15
Fig. 1-3; col 2, In T to col 6, In 1
X US 2008/3152684 A1 (Lobl et al.}, 26 June 2008 (26.06.2008), entire document, especially Fig. | 9-11
16; para [Q007], [0033] and [0104]{0105]
A US 2007/0282405 A1 (Wong et al.), 06 December 2007 {06.12.2007), entire documant 1-5 and §-11
A WO 2012/162459 A1 (PEPOSE et al.), 29 November 2012 {29.11.2012), entire document 1-5 and 811
A US 2011/0306623 A1 {Roy), 15 Decamber 2011 (15.12.2011), entire document 1-5 and 8-11
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cited to establi e publication date of anoiher citation or other "¥"  document of particular rel the claimed i cannot be
special reason (as specfied) - cansidered 1 invoive an inveciive step when the document is
“0" document referring fo an orel disclosure, use, exhibition or other combined with one or more other such documents, such combination
means being obvious to a person skilled in the art

“P"  sincument publizhed prior to the intematiunal Niling Jaie bu later thaf «pn i
1he priotity date clai#. o &"  document member of the same patent family

Date of the actual completion of the international search Date of mailing of the international search teport
13 Seplember 2017 060CT 2017
Name and mailing address of the 1SA/US Authorized officer:
Mail Stop PCT, Atin: ISA/LIS, Commissionar for Patents Lea W. Young
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INTERNATIONAL SEARCH REPORT International application Mo,
PCT/US 17/30609

Box No. 11 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet}

This international search report has not been established in respect of certain claims under Articls 17(2)(a) for the following reasons:

l. I:I Claims Nos.:
because they relate to subject matter not required to be searched by this Autherity, namely:

2. I:I Claims Nos.:

because they relate to parts of the international application that do not comply with the prescribed requitements to such an
extent that no meaningful international search can be carried out, specifically:

3. I:] Claims Nos.:

because they are dependent clzims and are not drafled in accordance with the second and third sentences of Rule 6.4(a).

Box Ne. [l Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:
-*-See Supplemsntal Box-*-

1. D As all required additional search fees were timely paid by the applicant, this international search repont covets all searchable
claims.

2. l:] As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.

3 El As only some of the required additional search fees were timely paid by the applicant, this international search repott covers
only thase claims for which fees were paid, specifically claims Nos.:

4. }X{ No required additional search fees were timely paid by the applicant. Consequently, this international search report is
rcssuiodtegd ﬁ the invention first mentioned in the claims; it is covered by claims Nos.:
1-§ and 9-

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

D The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

El No protest accompanied the payment of additional search fees.
Form PCT/ISA/210 {continuation of first sheet (2)) (Tanuary 2015)
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INTERNATIONAL SEARCH REPORT Internaticnal application Mo,

PCT/US 17/30609

-*- Bow lil - Observations where Unity of Invention is Lacking -*-

This application contains the following Invantions or groups of inventions which are not so linked as o form a single general inventive
concapt under PCT Rule 13.1. Inorder for all inventians to be examinad, the appropriate edditional examination fees must be paid.

Group I: Claims 1-5 and -11, directed to an apparatus wherein the medicament is conveyad through a second pathway below the outer
portien of the aye.

Group II: Claims 1-4, 6-8 and 12-13 directad to an apparatus comprising a controfler configured to adjust the charge to convey the
madicament to a medicament dalivery depth within a predetermined range.

Group 11: Claims 14-21 directed to an apparatus comprising a membrane configured to be disposed at laast partially within an eye
between a conjunctiva and a sclera,

Group IV: Claims 22-25 directed to a method comprising delivering a medicament to a vitraous of the eye.

Graup V: Claims 26-33 and 36-38 directed to an apparalus comprising barrel including an elastomerical membar for defivering the
medicament from a suprachonoidal space of an eye to a target tissue.

Group VI: Claims 34-35 directed to an apparatus compiising a rigid member for delivering madicamant to the targeted tissue.

Group VII: Claims 39-56(1) directed to an apparatus comprising a puncture membaer to be inserted Into a target tissue 1o define a
pathway within the target lissus.

Group VI Claims 56{2) and 69-77 directad to an apparatus comprising an electronic circut.

Group IX: Claim 58 directed to an apparatus comprising a lens member having an optical property to facilitate vision therethrough.
Group X: Claims 63-68 directed 1o 2 method comprising administering a medicament into a choroidal blood vessel of an eye.

** Claims 1-4 are genarlc to groups I-1I**

**NOTE: Two separate claims are denoted as Clalm 56. For the purposes herein, the first such claim Is refetred to as Claim 56(1) and
the second such claim is referred to as Glaim 56(2}. The claims are grouped aceprdingly, ™

The inventions listed as Groups I-X do not ralate to a single general inventive concept under PCT Rule 13.1 bacause, under PCT Rule
13.2, they lack the same or corresponding special technical features for the following reasons:

SPECIAL TECHNICAL FEATURES

Tha inventicn of Group | includes the special technical features of the apparatus configured to define a firat pathway through which the
distal end pertion of the housing Is disposed; and the electrode configured to convey the medicament from the reservoir to a targeted
region within the eye through a second pathway below the outer portion of the eye, not requirad by the claims of Groups 11X,

Tha Invention of Group |l includes the special tachnical fealure of a contraller configured to adjust the charge to convey the medicament
te @ medicament delivary dapth within a predelermined range, net required by the claims of Groups 1 and lll-X.

The invention of Group Il includes the special technical featura of a membrane configured to be disposed at least partially within an eya
batween a conjunctiva and a sclera, not required by the claims of Groups |-l and [V-X.

The invantion of Graup IV ingludes the special technical feature of delivaring a medicamant to a vitraous of an eye, not requirad by the
claims of Groups I-1Il and V-X.

The lavention of Group V includes the special technical features of the medical injector configured to convey a fluld jet of a medicament
sufficiant 1o deliver the medicament to the targated ocular lissue via the suprachoroidal space; tha bamrel induding an elastomeric
mamber; a piston configurad to move the elastomeric member within the barral In response to the force produced by the energy storage
mamber; and a hub coupled o the distal end portion of the barrel, not requirad by the claimg of Groups |-V and VI-X.

The invention of Group VI includes the spetial technical feature of a rigid member having a distal end portion with a medicament, not
required by the claims of Groups -V and VII-X,

The invention of Group VIl includes the special tachnical feature of a puncture member to ba inserted Into a target tissue to define a
delivary passageway within the target tissue, not required by the dlaims of Groups I-VI and WIll-X,

The invention of Group VINl includes the special technical feature of an electronic circuit system, not required by the claims of Groups |-
Vi and XI-X.

The invention of Group IX includes the speclal technical feature of a lans mamber having an optical proparty to facilitate visicn
therethrough, not required by the claims of Groups I-VIIl and X.

The Invention of Group X includes the special technical feature of administering 8 medicament into a charoidal blood vessel of an eya,
not reguired by tha claims of Groups -I1X.

-*-Continued in next Supplemental Box-*-

Form PCT/ASA/210 (extra sheet) (Tanuary 2015)
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-*- Supplemantal Box - Box |1l - Observations where Unity of Invention is Lacking -*-
COMMON TECHNICAL FEATURES

Groups |-X share the common technical featurss of a medicament dellvery davice; a medicament; contacting a surface of an eye;
creating a pathway through a tissue to a target region; and dalivering the medicament to the target ragion. However, these shared
tachnical features do not represent a contribution over prior art as being anticipated by US 2007/0282405 A1 to Wong et al. (herainaftar
“Wong'), which discloses a medicament delivery device (iontophoresis device, Fig. 24; para [0103]% a medicament {madicament within
madicamant reservolr 50, para [0103]; Fig, 24); contacting a surface of an ey (shell is placed into contact with gclera of eye, para
[0103); Fig. 24}); creating a pathway through a tissue 1o a target region (positioning of electrodes creates a circuit that traverses through
the aye, para [0103]); and dslivering the medicament to the target region (medication is driven through the cireuit Into the eya through
tha sclera, para [0103)).

Groups |-V and VIX further share the common technical features of a medicament reservoir coupled to the medicament delivery
device. However, these shared technical features do not represent a contribution ovar prior art as being anticipated by Wong, which
further discloses a medicamant reservoir coupted ko the medicament delivery device (medicament reserveir 50 upon the iontophorasis
device, para [3103]; Fig. 24).

Groups I-1ll, V-V and V11| share the commaon technical fastures of a housing. Howsver, these shared technical featuras do not represent
a contribution over prior art as baing anticipated by Wong, which further discloses a housing (shsll placed upon eys, Fig. 24; para
0103)).

Groups [-Ill, VI share the common technical features of the housing having a distal end portion configured to contact a surface of an eye.
However, these shared tachnical features do not represent a contribution over prior art as being anticipatad by Wong, which further
discloses the housing having a distal end portion configurad to contact a surface of an eye (see Flg. 24 - shell envelopes the eye such
that proximal and distal portions contact a surface of the sclera; para [0103)).

Groups I-Il, IV-V and VIIl ghare the common technical featuras of an energy storage member configured to apply an energy. However,

these shared technlcal featuras do not rapresent a contribution over prior art as being anticipatad by Wong, which further discloses an

energy storage member configured to apply an energy (active electrode 51 placed on the shell near the madicament reservolr 50, para
[0103]; Fig. 24).

Groups I-1l and IV share the common technical features of an electrode coupled to the housing, the electrods configured to praduce a
charge sufficient to convey the medicament from the reservair to a targeted region within the eye. However, these shared technical
features do not represent a contribution over prior art as being anticipated by Wong, which further discloses an alactrode coupled to the
housing (active electrode 51 placed on the shell near the medicament reservoir 50, para [0103]; Flg. 24), the elecirode configured 1o
produce a charge sufficient {0 convey the medicament from the reservoir to a targsted region within the eye {jontophoresis process
drives tha madicament from tha reservoir 50 and into the eye via a dellvared current between active electrode 51 and passiva elactroda
52, para [0103]).

Groups |-l share the common technical features of the madicament having an ionic charge. Howevar, thesa shared tachnical features.
do nat represent a contribution over prior art as being anticipated by Wong, which further discloses the medicament having an ionlc
charge (medicaments ara slightly charged such that they can be driven into the eye by iontophoresis, para [3103]}.

Groups | and Il share the common technical features of a medicament dalivery device comprising a housing having a distal end portion
configured to cortact a surface of an eys and Including a medicament reservoir; a contact member coupled ta the housing, the contact
membaer configurad to separate an outer portion of the eye to define a pathway; contacting a surface of an eye; delivering the
medicament to the target region, However, these shared technical features do not represant a contribution over prior art as being
anficipated by US 2002/0035345 A1 {Back), which discloses a medicament delivery device (lontophoretic apparatus 20, Fig. 2 and 5;
para [0048]) comprising a housing {housing comprising components 22/26, Fig. 2; para [0048)) having a distal end portion {lower and
portion 58 of component 26, Fig. 2-3) configured to contact a surface of an eye (iwoer end portion 56 of companent 26 can contact the
aye and is pliable so as to not damage i, para [0068]; Fig. 5) and including & madicamant reservair (component 26 is configurad to hold
@& supply of medicament therein, para [0058]); a contact member coupled to the housing (barrier element 28, Fig. 2-3 and 5; cooperates
with apartion of eyshall, para [0063]), the contact member configurad {o separate an outer portich of the eye 1o define a pathway (forms
a barrler so as to direct delivary of medicament to the area within tha confinas of barrier element 28, para [0068); see Fig. 5 - barrer
element 28 creates a barrier between inner and outer portions of the eye); contacting a surface of an aye (lontopharetic apparatus 20 is
placed against the aye with barrler element in contact with the eye, para [0068]; Fig. 5); delivering the medicament to the target region
{direct delivary of madicamant to an area with the confines of barrier elemant 28, para [0068]).

Groups Vi and IX share the cammon technical features of a medicament dellvery device; a medicament reservair couplad to the
medicament delivery device; a puncture member configured 1o penetrate the surface of an eye; contacting a surface of an eye; creating
a pathway through a tissue to a target region; and delivering the medicament to ths target region. However, these shared technical
features do not represent a contribution over prior art as baing anficipated by US 2014/0249539 A1 to Mica et al. (harsinafter "Mica'),
which distloses a medicament delivery device (madicament delivery davice for intraocular injection, Fig. 1-4; para [0029]); a
medicament reservoir coupled to the medicament delivery devica (cartridge 2 of madicamant 3 |s within hollow space of housing 1, para
[0028]; Fig. 1-4); a puncture member (needle 6, Fig. 1-4; para [0029)) configured to penetratae the surface of an eys {needls 6 can be
moved to an extended position in which it penetrates the eye, Fig. 2; para [0030]): contacting a surface of an eye (medicament delivery
devica is placed on We eye 11, Fig. 1; para [0034]); creating a pathway through a tissue to & targel region {needle 6 is inserted through
the aye In its extanded position, thus craating a pathway therathrough 1o an intemal portion of the eye 11, Fig. 2; para (0034]); and
delivering the medicament to the targat region (plunger 4 acts to expel madicament 3 through the neadle 6, para [0029]; Fig. 2}.

As the common technical features ware known in the art at the time of tha invention, these cannot be considerad special technical
feature that would otherwise unify the groups,

Therefore, Groups |-X lack unity under PCT Rule 13 because they do not share a same or corresponding special technical feature.

Form PCT/ISA/210 {extra sheet} (January 2015}
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