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1. Wi 3mdgel & Aot 3 wSterur Ul ( sreria, voa formEr, 2003 (e Adoifira) & former 24-3a(3) 3 faferfdte smuferIl o1
Yerd1 ol ) SAD A Actool 3| A UIE wletur &q 3Rl fSoticd 22/06/2020 & 3e1R 3 SI3t bt srft &) wtstur Ul @1
312 aifdact w2ar 6t sifewr fifdr (srerfa, s PAE 3 @ orft Asft smagraisl & sroqurctor Gt 3mafér) sMAGd B ruferRit o
Yo deal I3t Blot i feifdr 3 &: a6 3
Please find enclosed herewith an Examination Report ( i.e. a first statement of objections as specified in Rule
24-B(3) of The Patents Rules, 2003 (as amended) ) in respect of above-mentioned application. This report is
issued with reference to a request for examination dated 22/06/2020.The last date for filing a response to the
Examination Report (i.e. a period to comply with all the requirements raised in this examination report) is six
months from the date on which the first statement of objections is issued to the Applicant.

2. Ifg RUIé & sidpld crens srft smagAddrsll @I sieluretol v forme, 2003 (rem Hoifia) & forme 24 x(5) 3 fafsifdee
sraft & MR 3ic2 3o[urctol o1d! fp=Ir SR Al v siferforer 1970 &t et 21(1) & sreflor adaret sndcel @ URRID Aol
SITET |
The instant application shall be deemed to have been abandoned under Section 21(1) of The Patents Act,
1970, unless all the requirements raised in this report are complied with in the period as specified in Rule 24-B
(5) of The Patents Rules, 2003 (as amended).

3. 3mut &irel v forewt, 2003 & forpr 24 (6) & yraensil & sl ¢ft sl fopen smar 2
Your attention is also invited to the provisions of Rule 24-B (6) of the Patents Rules 2003.

4. 3muo! Acirs < Sl & fop oty foruetel 34 3ol 3R offy yzdad @3
You are advised to file the reply at the earliest for early disposal.

Saravana Ram Prasad V G
foreiqqas ude/ Controller of Patents
Jicrest/ Enclosed: 33Xt sioRime/As above

fewavfl: s sAaiford »u A 3cuoar HUIE &
NOTE: This is an electronically generated report.

9ft U foRIqm vdd @I IWRIfeeTRAd Ud U2 1Sl S|
All communications should be sent to the Controller of Patents at the above mentioned address.
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udizmor fuié /[Examination Report

lsmigor 2izean /Application Number 1201917004058 \
[ifaer @2a &t Rifr /Date of Filing 01/02/2019

|tg\ﬁfm st /Date of Priority \05/07/2016

[uafict sicretedter amigor &t @izwar a Rorics / PCT International Application No. & Date |[EP2017066803 -- 05/07/2017]
lsmgas /Applicant ISANOFI |
[ateror 3qt aroRYer bt 2o a Rotis /Request for Examination No. & Date |R20201018542 22/06/2020 |
lyepterer Y Rifer /Date of Publication 129/03/2019 |

33 Wileivl RUIé & ar a1e1 3, srarfa Rulé o1 ARiel, fAaa apefidt Ruld, siiual¥® smagaemars qer Rois i geamds /
This examination report consists of four parts, namely summary of the report, detailed
technical report, formal requirements and documents on record.

s11e1 -1 P01 o1 ARIor
PART-I: SUMMARY OF THE REPORT

@. 3. ! .
/S|, oo O AL 2 e e ardl 6 zizar /Claim Numbers |t /Remarks
No. equirements under the Act
e /Claims: &t /Yes
5 orcttorar /Novelt
emr 2(1)(1) & e very ler /Claims: 1-6, 8-13 and 15-22 |oi /No |
1. |jsofés®rz /Invention u/s N - -
2(1)() snfawpt e / Inventive step n (Clairms: i IYes |
[er /Claims: 1-22 ot /No |
. o N . s /Yes
et 3 I aeftor Ac-srea (afd &, xis 3(w-a) /Non- cia /Claims: (1-6, 8-13 and 15- || (d); 3 (e): 3
2. ||patentability u/s 3 22 ); (1-14 and 20 ); (21); (i) ’ '
if yes, specify section3(a- - :
(fy pecity (@) ’613 /Claims: HaréT /No \
5 [ 10 (5) 3 sretor anfrpre <6t ecperen /Unity of invention G /Claimes: et IYes |
© |us 10 (5) [ /Claims: 1-22 fort /No
sreeen/ <ifdmen /Clarity / [e /Claims: j8f /Yes
Conciseness [era /Claims: 20 ot INo |
o ’alf‘I /Claims: Ha‘I"/Yes \
ezt 10(5) @ 10(4) (a1)] uf¥snfiiasar /Definitive \aﬁ Claims. 1 HEIST No ‘
4. | siefier g /Claims N — ”
[u/s 10(5) & 10(4) (c)] |fa=vr gt 2f@iRier /Supported by [erd /Claims: &t /Yes
description [er /Claims: 1-22 forét /No
e /Claims: et /Yes |
/S
A [Scope [ /Claims: 1-22 [oret /No |

3o smagrd (8) /Other requirement(s):

1. Claim 21 as drafted is clearly and explicitly drawn to a method of treatment and is not patentable u/s
3(i) of the Act. Said claims are hence not considered for examination in the present report and no opinion
on any aspect of patentability is established for the same.

2. Claim 20 of the instant application intended for the use cannot be considered as an invention within the
meaning u/s 2(1) (j) of the Act. The characterization of the product by use as characterized in claims
(specifically in claim 1) is not patentable u/s 3(i) of the Patents Act, 1970.

3. Claim 18 and 19 refers to “kit” which is not an invention u/s 2(1) (j) of The Patents Act 1970 as it lacks
any functional feature. It is a mere combination of components and instructions for use with no novelty or
inventive step whatsoever in the said way of placement.
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a1 -l | ferga aaeiidt feuré
PART-II: DETAILED TECHNICAL REPORT

@. 3gh garasil & 3l /A List of documents cited:

(@) a¢c afa=a / (a). Patent Literature :

3Igha gxamas @1
yRif3re fdazur (Yeo a NN
®. 3. —_— yepTorel slo[cd 2izea) / SR et ;ﬁ SIfRrp R anfR B
/ RAGH DTRRT | oo paretend) | Relevant YRl Gr Rt /Claims of
/Details of documents o L Relevant claims of ) :
Sl.no Publication date | description (page . alleged invention
cited document
and paragraph no.)
of cited document
D1. WO
1 2013/148686 A2 03/10/2013 whole document 1-22
D2. WO
2 2009/032661 A1 12/03/2009 whole document 1-22
3 D3.US 2214/004106 02/01/2014 whole document 1-22

(2a) Siz-ude anfde=t /(b).Non-patent literature

IGRA AT oI
yRifSre faqeur (gt
q 3lo[ceg Axce) | SIfdrpferd sufdsmr
oA gamsii oot faazur /Details of KPRl /Relevant ) & g /Relevant a\rﬁms\fém ‘m.ﬁm
/ d ts fef@r({oi/ames /i) description (page| claims of cited & o /Claims of
Sl.no ocumen /Publication date P Pag alleged invention
and paragraph document
no.) of cited
document
D4. WANG WET AL:
"ANTIBODY STRUCTURE,
INSTABILITY, AND
FORMULATION", JOURNAL
OF PHARMACEUTICAL
SCIENCES, AMERICAN
1 CHEMICAL SOCIETY AND 01/01/2007 whole document 1-22
AMERICAN
PHARMACEUTICAL
ASSOCIATION, val. 96, no. 1, 1
January 2007 (2007-01-01),
pages 1-26.
D5. ANN L DAUGHERTY AND
RANDALL J MRSNY ED-
STEVEN J SHIRE ET AL:
"Formulation and Delivery Issues
for Monoclonal Antibody
Therapeutics", 1 January 2010
2 (201 0-01-01), CURRENT 01/01/2010 whole document 1-22
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TRENDS IN MONOCLONAL

ANTIBODY DEVELOPMENT
AND MANUFACTU,
SPRINGER, US, PAGE(S) 103-
129,

. 3ifeiforRIar & dsad saeAddrsil u? faxgd fecuforn /B. Detailed observations on the requirements under the
Act:

(1).orteret / NOVELTY:

() u= 3gha sxamst & st (1-6, 8-13 and 15-22) 3 183 316 yoeal & ydioprel @l &ilol A 3 gU, foreiferRaa orull A
grar(di) (1-6, 8-13 and 15-22) 31 sidierar ot @it & /

Claim(s) (1-6, 8-13 and 15-22) lack(s) novelty, being anticipated in view of disclosure in the document cited
above under reference D1/D3 for the following reasons:

The instant application describes about an antibody formulation comprising anti-CXCRS5 antibody, citrate buffer,
surfactant, an amino acid and sucrose.

The subject matter of the claims 1-6, 8-13 and 15-22 of the instant application is not novel over the document
D1/D3, as the documents independently discloses all the essential features of claims.

D1 concerns formulations for anti-CXCRS5 antibodies defined by SEQ ID NOs. 32, 33, 43 and 45 of the
application. Said formulations are i.a. for subcutaneous administration (page 1 last paragraph) and comprise
antibody at 20-250 mg/ml (page 21st paragraph), citrate buffer, 0.01% polysorbate 20, 4.5% sucrose, 1%
arginine (57 mM) at pH 6.0 (page 71st paragraph). The subject matter of claims 1-4 is therefore not novel.

Claims 15-22 concern containers, kits, medical use and lyophilized preparations, all of which are likewise
anticipated by D1.

D3 also concerns stabilized formulations of anti-CXCR5 antibodies and teaches formulations for subcutaneous
administration comprising antibody at 5-280 mg/ml, 5-15 mM citrate, 0.001%-0.1% surfactant, 1%-10% sucrose,
0.1%-5% (approx. 6-290 mM) amino acid (e.g. arginine) at pH 6 (D3 paragraphs [0011]-[0020]). Paragraphs
[0038]-[0049] disclose two specific formulations. The formulations may be lyophilized (paragraph [0019]). The
subject matter of claims 1, 3-6, 8-13 and 15-22 is therefore not novel.

Hence the subject matter of the claims 1-6, 8-13 and 15-22 of the instant application is not novel over the cited
document D1/D3.

(2).3nfercmrst wca / INVENTIVE STEP:

() 3= 3gla seadsi(si) & gt D1-D5 3t Furc sreemusi(sll) ol e2tel 3 33 50, fowaiferRaa wrull A sai(dl) (1-22)
anfaeepRt wod & wat 3

Claim(s) (1-22) lack(s) inventive step, being obvious in view of teaching (s) of cited document(s) above under
reference D1-D5 for the following reasons:

The claims 1-6, 8-13 and 15-22 of the alleged invention are not novel, hence it is also not inventive under section

2(1) ()-

As it is already objected in novelty of claim 1-6, 8-13 and 15-22 considering the prior art document D1/D3, the
said document also considered for the lack of inventive step.

The subject matter of the claims 1-22 are obvious to a person skilled in the art, and do not constitute an invention
as per the section 2(1)(j) of The Patents Act, 1970, as they do not involve an inventive step, in view of the
documents D1-D5.
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A composition comprising a specific antibody, a buffer, stabilizers and/or surfactants can be considered as being
inventive if the concentration ranges of excipients and antibody reflect the stabilizing effect shown in the
examples. It must be plausible that the results obtained by the stability tests of the examples can be extended to
all formulations falling within the scope of the claim.

Because the stability was only shown for one single, specific antibody, the composition must be limited to this
specific antibody because one specific stabilization agent suitable for one antibody is not necessarily suitable for
another antibody and because the interfacial surface of each antibody is unique and requires specific formulation
components to provide maximal stability. Consequently the claim must be limited by the full sequence of the
tested antibody including the Fc-region, otherwise the technical effect was not shown over the entire range of
possible Fc-variants and the subject matter is not inventive.

Hence, in view of the documents D1-D5, the subject matter of the instant application do not constitute an
invention as per the section 2 (1) (ja) of The Patents Act, 1970.

(3).uée sr=aeaar INON PATENTABILITY:

(1) fowarferRaa wruil 3 et 3 & s (3 (d); 3 (e); 3 (i); )P yraeret & dsa (@) ((1-6, 8-13 and 15-22 ); (1-14 and 20
); (21);) wifaféres 3u 3 Ge Mo o8t 3 /

Claim(s) ((1-6, 8-13 and 15-22 ); (1-14 and 20 ); (21);) are statutorily non-patentable under the provision of
clause ( 3 (d); 3 (e); 3 (i); ) of Section 3 for the following reasons:

1. Subject matter of the claims 1-6, 8-13 and 15-22 attracts section 3(d) of The Patents Act, 1970, in view of the
cited prior art.

2. Subject matter of the claim 1-14 and 18-20 attracts section 3(e), of The Patents Act, 1970, as itis a
substance/composition obtained by a mere admixture resulting only in the aggregation of the properties of the
components thereof.

3. The subject matter of the claim 21 attracts the section 3(i) of The Patents Act, 1970, as itis related to a
method of treatment.

(4).3ufersprz bt waperer /UNITY OF INVENTION:

(1) crax(at) 1-22 3 sufdteprR bt vperdr 61 ®aft & a=iifp o1 =il v snfdver a1 fdvPRI ®I g il Pictd2 vd InfdsdRY
Jibeuel o el B2 3 Adfeed oidl &) Claim(s) 1-22 lack(s) unity of invention as the claims do not relate to a
single invention or to a group of inventions linked so as to form a single inventive concept:

The instant application lacks unity since the claims cover three inventions which are not linked by the same or
corresponding special technical features thereby defining three different inventions which are not linked by a
single general inventive concept.

Claims 1-4, 6, 7, 9, 10, 13 and 14 all specify that the antibody is an anti-CXCRS5 antibody, claims 5, 8, 11, 12 and
15-22 are open ended and encompass any antibody.

Antibody formulations suitable for subcutaneous administration and having the specific combinations of
components are known in the art (D3 paragraphs [0011]-[0022] concerning formulations for anti-LIGHT and
antiCXCR5 antibodies).

There is therefore no novel feature linking the subject matter of claims 1-4 and 6-14 to that of claim 5 and the
application therefore lacks unity of invention.

Group I: claims 1-22, are directed to Antibody formulations.

Group II: claims 1-4, 6, 7, 9, 10, 13, 14 (completely); 5, 8, 11, 12, 15-22 (partially) are directed to Antibody
formulation comprising an anti-CXCRS5 antibody.
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Group lllI: claims 5, 8, 11, 12, 15-22 (all partially) are directed to Antibody formulation suitable for subcutaneous
administration.

The above said three separate groups of inventions do not have single general inventive concept as required
under S.10 (5) of the Act. Hence the claims contain plurality of distinct inventions and were objected.

(1) 31 3mAGet 1 I (P S1A) AB-cIfAIA 3AGT AR B G B U2 faRter A 3
Claim(s)of the instant application conflict(s) with claim(s) of co-pending application no.

(6).yapeot &t ggrar /SSUFFICIENCY OF DISCLOSURE:

(1) sran() 1-22 faforsar 3 yaoe R u2 smentsa o1&t 3 sreran forgaifciRaa wruil 3 fAfsiSar 3 yawear grRI AR oldl 3
Claim(s)'1-22" are not fairly based on the matter disclosed in the specification or not supported by the disclosure
in the specification for the following reasons:

The scope of protection sought in claims is much broad compared to the provided disclosure in the description.
In view of this, claims 1-22 are not fairly based on the subject matter disclosed in the specification [u/s 10(5) of
the Act].

The claims 1-22 are not fully and particularly described with working example and hence the description provided
does not full fill the requirements of section 10(4) (a), (b) & (c) of the Patents Act, 1970.

Claim 1 is insufficiently disclosed. The formulation is supposed to be suitable for subcutaneous administration but
does not teach an upper limit for the concentration of citrate buffer, surfactant, amino acid or sucrose.

Claims 17 and 22 concern lyophilized compositions for which the concentration is immaterial. T his renders claims
17 and 22 unclear.

(7).8x7 /SCOPE:

(1) sran() 1-22 snfaswr B 33 &1 ORI & fore Fi2eivr ot orar b sk 3 33 forafciRaa wruil 31 uf¥snftd o&l wear(d) 2.
Claim(s) 1-22 does/do not define the scope of invention for which the protection is claimed for the following
reasons:

1. Principal/independent claims must contain all the essential technical features, based on which novelty and
inventive step can be established. Also, claims 18 and 19 do not define the specific components of the claimed
kit.

2. Subject matter of the claims 9, 15-19 and 22 do not define a technical feature.

3. The terms and expressions "about", “any one of claims” and "greater than about", used in claims are vague
and makes the scope of claims indefinite / unclear for which protection is sought and hence not allowable.

4. The subject matter of claims 1-22 is much broader than justified in the complete specification. The limitation of
said claims shall be restricted to what is exemplified in the complete specification. Hence the instant application
does not fulfill the requirement of section 10(4)(a) of the Patents Act, 1970 (as amended).

5. Claim 20 is very broad in scope & also does not clearly define the composition, the entire novel inventive
concept in terms of its % or proportion of components as should be defined clearly & incorporated in claim.

6. Claims 1-22 have been drafted in vague and broad manner, which makes the scope of claims indefinite
/unclear for which protection is sought and hence not allowable.

|
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(8).vurean w4 zifgraar /CLARITY AND CONCISENESS:

(1) srax(a) 20 3 ider 31 3use FU A et oEl 3.
Claim(s) 20 are not clearly worded in respect of:

1. Subject matter of claim 20 lacks clarity u/s 10(5) of The Patents Act, 1970 as the amount/ratio of the
components of the composition are not clearly and succinctly defined.

2. Claim 20 recites use, which is not considered as an invention under section 2(1)(j) of the Patents Act, 1970 as
it is neither a product nor a process.

(9).uf¥snfroar /IDEFINITIVENESS:

(1) sran(@)1 foreiferRaa wruil 31 snficpR B! T 3u 3 Uit ol () &
Claim(s) 1 do not sufficiently define the invention for the reasons as follows:

Independent claim should contain the subject matter related to a product or process defined by its essential
technical features. Product defined by use or intended use lack definiteness u/s 10(5) of The Patents Act, 1970.
Claims shall clearly characterize the structural features of the product, a functional/purpose limitation will not
define the product.

(10).3101 sragarsars /IOTHERS REQUIREMENTS:
(1)

The applicant is required to provide a marked up copy of all amendments made in the description and claims to
meet the requirements of the objections raised.

sie1 — |11 siiaanf¥as saearasars /PART-III: FORMAL REQUIREMENTS

smuferti /Objections fewgoft /Remarks

Details of the corresponding foreign applications filed should be updated as per section
8(1) (b) read with u/r 12(1),(2) of the Patents Act and Rules. Detail prosecutions of the
corresponding foreign applications should be filed u/s 8(2) read with u/r 12(3) of the
Patents Act and rule.

Statement & Under
Taking (Form 3
Details)

uRT-1V: %51s @1 garast /PART-IV: DOCUMENTS ON RECORD

forFaIfeTRad SISl & MR U2 A u3ler Ruld dur &l srft 8
The examination report has been prepared based on the following documents:

DR forfer / R e /Docket . -
Docket Date Number yfafte iz fdazur /Entry Number Description
01 Eeb 2019 10446 1-Ne\_/v Appllcatlon For Patent With Provisional /Complete
Specification
19 Apr 2019 38599 Proof of Right
19 Apr 2019 38599 45-Form Of Authorisation Of Patent Agent - Form 26
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25 Apr 2019 40230 OTHERS(NON CASH)

25 Apr 2019 40230 OTHERS(NON CASH)

19 Jul 2019 70016 3-Statement & Undertaking - Form 3

b2 Jun 2020 63781 I2:2(r|r)r-ll'\1’zquest For Examination After 18 months Publication -

foriqas @1 omar /Name of the Controller: Saravana Ram Prasad V G

foriqas zemer /Controller Location: Chennai

feruvft: wteror fyuld @1 302 Gifact ool & siferr feifér / Note: Last date for filing response to the Examination Report:
24/05/2023

________________________________________________________________________________________________________________________________________________________________________________|]
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