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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 29/03/2022.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. afe feuId & sidela oo orft sraeadarsl @I sfofurctol vapd forme, 2003 (e Jonifera) & former 24 x(5) ¥ fafsrfdte
srafer b R 3ic sropurctol oidl fepanr sRm Al va siféiforme 1970 &t emr 21(1) P sreflor adarrer smAger 1 uf¥eED ATell
SITEaI |
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. 3mumrt e=ret v forer, 2003 & forerr 24 wa(6) & yraenoil & a2 oft smeife fopen Sirar 3
Your attention is also invited to the provisions of Rule 24-B (6) of the Patents Rules 2003.

4. smuwl Acts <t Sl 8 b ofiy forueter 3q 3ol IR offy yaa @3
You are advised to file the reply at the earliest for early disposal.

Dr. Subramaniyan S P
foriqa ude/ Controller of Patents
Jicrsat/ Enclosed: smRiep seir/As above

fewavfl: *1E scacifore »u A 3cusa e 3
NOTE: This is an electronically generated report.
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All communications should be sent to the Controller of Patents at the above mentioned address.
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lsmigor 2izean /Application Number

1201821012075

|aﬁ3aa @2l i feifér /Date of Filing

30/03/2018

|cg\[ﬁfm st /Date of Priority

|Eﬂ§ﬁ‘ﬁ siRisdRI 31dget o 3izean a fetics / PCT International Application No. & Date

|3nﬁaas /Applicant

IAMI ORGANICS PVT. LTD. |

|uQ‘I&IUI 8 3R bl A g otiw /Request for Examination No. & Date

IR20222011677 29/03/2022 |

lyepterer Y Rifer /Date of Publication

[24/07/2020

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-lI: SUMMARY OF THE REPORT

@. 3. ! .
/S|, oo O AL 2 e e ot Bt 2tz /Claim Numbers |Rraoft /Remarks
No. equirements under the Act
a /Claims: WAL
ordiorar /Novelty |ala a!ms ‘SI : ©s
[or /Claims: 1-16 ot /No |
a1 2(1)(r) & g , [ort /Claims: st /Yes |
1. sifasrz /Invention u/s |jsnfdserRt awea / Inventive step - :
201)6) [e /Claims: 1-16 ot /No |
sheii s /Industrial [or /Claims: 1-16 [&t /Yes
Applicability [er /Claims: ot /No
ar1 3 b siefel Ue-srisa (afe &f, xs 3(w-a) /Non- 1 /Claims: 1-16 ai /Yes
2. ||patentability u/s 3 ' 3(d)
(if yes, specify section3(a-p)) o) /Claims: lort /No
art 10(4) & siefier yooear o1 geian (sifsrE foifdte
3. |@3)/Sufficiency of disclosure u/s 10 (4) No
(Specify Yes/No)
[eer 10(5) @ 10(4) (1)] - . o /Claims: et IYes
4. |[® srefiet s /Claims Concisj?ég [Clarity / R L ,
[U/S 10(5) & 10(4) (C)] o /Claims: 1-16 oret /INo
a1 —| faga ameildl raré
PART-II: DETAILED TECHNICAL REPORT
®. Ighed grardsil & 3l /A List of documents cited:
() O anfe=a / (a). Patent Literature :
®IE GFAIST Igd o1sl 3 /INo Document Cited
(271) Siz-ude anfde=r /(b).Non-patent literature
3gha gxaas @1
YRIB® fqazvr (gss
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q 3fofcesG A | MfIpfe snfdvdrR

@ 3 xSt o1 faazor /Details of Kprrel /Relevant ¥ o /Relevant 3o RIcT 311_1?;*&-:5[2
/ ferfer(for/ o /) L . . ® @ /Claims of
documents L description (page | claims of cited . .
Sl.no /Publication date alleged invention
and paragraph document
no.) of cited
document
D1- Fuqgiang Zhu et al.,
“Development of a Robust
Process for the Preparation of Entire document
1 ngh-Que}Ilty .4-. 19/12/2017 especially spheme 1-16
Methylenepiperidine 6 and experimental
Hydrochloride” Org. Process section

Res. Dev. 2018, 22, 1, 91-96.
DOI: 10.1021/acs.oprd.7b00350

. 3ifeiforRIar & dad saeAmdrsil u? faxga fecaforn /B. Detailed observations on the requirements under the
Act:

(1).ordierer / NOVELTY:

() 1= 3gRa sxadst & st (1-16) 3 18 s1e yweol & yaloprel @ &ilel A I gU, forsiferRaa eruill A cmai(dl) (1-16) &
ordiorar &1 wdt 3 /

Claim(s) (1-16) lack(s) novelty, being anticipated in view of disclosure in the document cited above under
reference D1 for the following reasons:

The instant application relates to a process for preparing 4-methylene piperidine hydrochloride comprising the
following steps: a) alkylating 1-benzylpiperidine-4-one to obtain 1-benzyl-4-methylidenepiperidine; b)
debenzylating 1-benzyl-4-methylidenepiperidine to obtain N-carbethoxy4-methylene piperidine; c) deprotecting N-
carbethoxy-4-methylene piperidine to obtain 4-methylidenepiperidine, and d) forming a salt of 4-
methylidenepiperidine to obtain 4-methylene piperidine hydrochloride having a purity greater than 95%.

Document D1, whose subject matter appears to be the same as the present application, discloses a process for
the preparation of 4-methylene piperidine hydrochloride comprising the steps: carrying out the Wittig reaction
between N-benzylpiperidinone and methyltriphenylphosphonium bromide to obtain 1-benzyl-4-
methylidenepiperidine which in the next step reacted with ethyl chloroformate under the basic condition to give
ethyl 4-methylenepiperidine-1-carboxylate; 4-methylenepiperidine was obtained by heating ethyl 4-
methylenepiperidine-1-carboxylate in the presence of ethylene glycol/NaOH; finally 4-methylenepiperidine was
converted into its HCI salt using 20% HCI/EtOH (see scheme 6 and experimental section). Therefore, in view of
the disclosure of D1, claims 1-16 lack novelty and, hence, do not constitute an invention u/s 2(1)(j) of the Patents
Act, 1970 (as amended).

(2).3nfersorst wca / INVENTIVE STEP:

() 3u= 3gha szamsi(si) ¥ st D1 3 Juse siemusi(sll) P &r6l 3 33 83U, fowolferRaa wrull 3 arar(dl) (1-16) 3t snfdsort
ocH Dl Bt &

Claim(s) (1-16) lack(s) inventive step, being obvious in view of teaching (s) of cited document(s) above under
reference D1 for the following reasons:

Since the subject matter of claims is not novel, therefore their inventive steps cannot be acknowledged u/s
2(1)(ja) of the Patents Act, 1970 (as amended). To prove an inventive step, the applicant should relate the
distinguishing features of the present application over the cited prior art document to a surprising technical effect
or make it plausible that this distinguishing feature is not obvious in light of the cited documents.
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(3).uée sraeaar INON PATENTABILITY:

(1) forraiferRaa wrvil 31 a1 3 & s (3(d) )& yrasnst & dsd sai(d@) (1-16) Aifdfie wu 3 U Mo ot & /
Claim(s) (1-16) are statutorily non-patentable under the provision of clause ( 3(d) ) of Section 3 for the following
reasons:

The subject matter of claims 1-16 falls within the scope of section 3(d) of the Patents Act 1970 as the said claims
are related to a process for preparing 4-methylene piperidine hydrochloride which does not result in a new
product or employs at least one new reactant. Therefore, the said claims are not allowable.

(4).yowcot &t ggrar /[SUFFICIENCY OF DISCLOSURE:

(1) faferSer yuiaem: a fadium= SufdvdrR del $AD Aidrctel den [Afd & forurge! & iee A fdazul o8l S 3
The complete specification does not fully and particularly describe the invention and its operation and the method
by which it is to be performed in respect of:

The applicant fails to comply with section 10(4)(c) of the patents act 1970 because the invention in principle
claim 1 is not sufficiently disclosed. Various necessary parameters of the reaction such as temperature, time,
amount and type of catalyst and solvent, etc. should be clearly defined as well as brought out in the main claim
for a better understanding of the scope of the present application.

(5).>aver wd iféraar /CLARITY AND CONCISENESS:

(1) eran(d) 1-16 P ider 1 Juve Fu A yIteniid oiat 3.
Claim(s) 1-16 are not clearly worded in respect of:

"o ” W

Claims 1-16 are not clear with respect to term “greater than" “can be” “below” etc. The said terms fail to clearly
set forth the meets and bounds of the invention. Therefore, the said claims should be modified to meet the
demand of section 10(4) of the patents act, 1970 as amended.

(6).310a1 srareerasenrs /OTHERS REQUIREMENTS:
)

Relevant prior art cited in FER should be included in "Background of The Information" and distinguished
technical features should be clearly described to ascertain the scope of the invention.

o1 — |11: siuenf¥e smagaasars /PART-IIl: FORMAL REQUIREMENTS

uferRI
/Objections fevuit /Remarks

1. Details regarding applications for Patents that may be filed outside India from time to time
for the same or substantially the same invention should be furnished within six months from
the date of filing of the said application under clause (b) of subsection (1) of section 8 and
rule 12(2) of the Patents Act 1970, as amended.

Statement &

Under Taking 2. Details regarding the search and/or examination report including claims of the application

|
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(Form 3 Details) [allowed, as referred to in Rule 12(3) of the Patent Rule, in respect of the same or
substantially the same invention filed in all the major Patent office’s such as USPTO, EPO,
JPO, etc., along with appropriate English translation where applicable, should be submitted
within a period of six months from the date of receipt of this communication as provided
under section 8(2) of the Patents Act 1970, as amended.

" V: Rofs 3t cearast /PART-IV: DOCUMENTS ON RECORD

forraIfeIRad G3AISl & MR W2 As U3l Rl dur ol srft 8
The examination report has been prepared based on the following documents:

DR forfer / DR e /Docket . _
Docket Date Number yfafte iz faazur /Entry Number Description
30 Mar 2018 14964 1-Ne\./v. Appllcatlon For Patent With Provisional /Complete
Specification
16 Apr 2018 17635 45-Form Of Authorisation Of Patent Agent - Form 26
02 Jun 2018 24626 Proof of Right
04 Jun 2018 24689 OTHERS(NON CASH)
27 Mar 2019 17404 5-Declaration As To Inventorship - Form 5
57 Mar 2019 17404 2-Complete After' Provisional Specification - Form 2 Check For No.
OF Pages & Claims
b0 Mar 2022 18134 ?g(l)-Request For Examination After 18 months Publication - Form

forice @1 omer /Name of the Controller: Dr. Subramaniyan S P

foriqee zemrer /Controller Location: Chennai

feruvft: wtetor f¥uid @1 302 Gif¥act 2ol & siferr faifér / Note: Last date for filing response to the Examination Report:
12/10/2022
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