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With reference 1o the RQ No. 4791/RQ-CIHI2010 Dated 01/07/2010 in the above mentioned

a) application for Grant of Patent , Examination has been conducted under Scetion 12 and 13 of the
Patents Act 1970 . The following objections arc hereby communicated

b) Objecctions :

I Claims as worded define a plurality of distinct mventions.
Without prejudice to above mentioned objection, Clamms 1-3 arc not patentable w/S 3( i) of the Act
as they relate to a method of treatment.
Claims 4-10 are not patentable wS 3(c) of the Act as they rclate to a mere admixture, lacking
support in the description for synergistic activity, and a process {or making such an admixture.

4 Claims 1 1,12 do not constitute an invention w's 2(1) { j) of the Act.

- Claims 1-16 are not patentable w'S 3(p) of the Act a5 they pertain to traditional knowledge, Use of
5 Glyeyrrhea glabra for treatment of bone related disorders like osteoarthritis, facture, dislocation is



traditionally known, Refer enclosed TKDL documents DSAK/2759, Ti6: RS/256.

Claims lack novelty/inventive step in view ol cited prior ant documents D 1: MATTARELLO MEE
JUNG ET AL: "Eflect of licorice on PTH levels in healthy women" STI:ROIDS, vol. 71, no. 5, May
2006 (2006-05), pages 403-408, D2: C1101 £ -M: "The licorice rool derived isoflavan glabridin
increases the fumction ofosteoblastic MC3T3-El cels” BIOCHEMICAL PHARMACOLOGY
20050801 US, vol70, no. 3, 1 August 2005 (2005-08-01), pages 363-368, D3: LI S K T AL:
"l:flects of the extract of roasted Glycyrrhizae radix and isoliquiritigenin on osteolytic bonc metastasis
of MDA-MB-231 breast cancer cells” CANCER TREATMENT REVIEWS, vol. 32, no. Suppl 3,
2006, pages S36-S37, & 6111 INTERNATIONAL CONFERENCE ON CANCER INDUCED
BONE DISEASE; SAN ANTONIO, TX, USA; DECEMBER 10 -14, 2006 ,D4: CN 1446549,
DSAK/2739, D6: RS/256. DI discloscs that (sec abstractlicorice (Glycyrhiza) can increase serum
PTH and urinary calcum levels from basclinc valuc in healthy women after only 2 months of
treatment. D2 teaches that Glabridin, an isoflavan purificd from licoricc root, acts on bone
metabolism, and has effecis on the function of mouse osteoblastic cell inc (MC3T3-1:1) and the
production of local factors in ostcoblasts. The cllect of licorice on calcium metabolism is probably
influenced by scveral components of the root, which show aldosterone-like, cstrogen-like and
antiandrogen activity. the ellects of glabridin on the TNI*-a-induced apoptosis and production of
prostaglandin E2 (PGE2)and nitric oxide (NO) in osteoblasts were cxamined. ‘I'rcatment with
glabridin (1710 ?M) prevented apoptosis induced by TNI'-a (10-10 M) in ostcoblastic cells.
Moreover, glabridin (50 ?M) decrecased the 10-10 M TNI“-a-induced production of PGE2and NO
in osicoblasts, Data given in cited prior art document D2 mdicatc that the ecnhancement of ostcoblast
function by glabridin may resull in the prevention ol osteoporosis and inflaimmatory bone discases. D3
describes the effect of Glycyrhiza extracts on ostcolytic bone metastass o MDA-MI3-23 1 breast
cancer cells. D4 describes the application of licorice root and its extracts (glycyrrhian, glyeyirhizc
acid, glycyrrhetinic acid, liquirttin, isoliquiritin, iquiriligenin, iso-liquinifigenin and licorice polyose) in
preventing and (reating oslcoporosis.

Claims 1-16 lack mventive step wS 2(1)( ja) of the Act in view of cited prior art docunicnts, The use
of's extracts of Glycyrrhiza glabra for treating bone rclated disorders like ostcoarthritis, fracture
would have been obvious 1o a person skilled i the art from the teachings ol'the cited prior art
documents. [ 1he subject-matter as claimed relates to extracts/alkalowds and/or sokation ol active
mgredients of plants, which are naturally/mherently present in plants.such claims cannot be considered
as novel and/or inventive when use ol such plants s pre-known as part ol teachings of Traditional
Knowledge (TK). When the subject-matter of clamis relite 1o extracts ol plant materials containing
undefined active ingredients, such claims cannot be said (o be novel i the use of such plants or plant
materials s pre-known as a part of teaching of TK. However, if'the clams relate to alkaloids and/or
active principles obtained from the plant materials and structures of the sad alkaloids and/or active
principles are characterized. which do not form the part of the prior an, such clims cannot be said to
mvolve an inventive siep, sinee the use of said plant materials and their therapeutic ¢flects are known
from the teachmg of TK. Thus, the prior art motivates the person skilied m the art to isolate the
mndmidual mgredients such as alkaloids, flavonoids. phyvio-sterouds, ete.

Claims 2, 5, 9 and 12 are not clcar with relerence 1o definitions of the specific extracts claimed, as
7 the "codc™ intended to define the extracts is not clear on its own. These codes which appear to be
_ some internal designation should be replaced by clearly defined extracts,

8 Source/Geographical origin in the specification should be discloscd.



if the invention, as disclosed in the specification, uscs biological material from India, prescribed
permission from the competent authority(National Biodiversity Authority) should be obtained and a
declaration to that ellect should be made in paragraph 9 (in) of 'ornx 1 .If the declaration in Form- |
rcgarding the use of biological material from India is cancclled out by the applicant and the
specification also states that the source and geographical origin of the biological material is not from
[ndia, the specification should be amended by way of mcorporation of a scparatc hcading/paragraph
at the beginning of'the description that the biological material uscd in the invention is not from India
and should clearly specily the country of source and geographical origin of the same.

9

10 Claum 7 is not clear with reference 1o use of the phrase "an extract of the invention”.
Claims 4-7 arc not fully supportced by the description, with working cxample for pharmaccutical
formulation and 1ts preparation, as required /s FQ(5) ofthe Patents Act, 1970,
Claim 16 does not sufficiently define the claimed product as it has not been defined in terms ofits
technical fcaturces.

13 Form 3 should be filed within the preseribed pertod.
Details regardmg the scarch and/or examination report including clams of the application allowed, as
referred to m Rule 12(3) of the Patent Rule, 2003, in respect of same or substantially the same

14 invention filed in all the major Patent offices along with appropriate translation where applicable,
should be submitted witbin a period of Six months from the date of receipt of this communication as
provided undcr scction 8(2) of the Indian Patents Act.

Details regarding application for Patents which may be filed outside India from ume (o time for the
same or substantially the same invention should be furnished within Six mionths from the date of filing
of'the said application under clause(b) of sub scction(1) of sccton 8 and rule 12(1) ol Indian Patent

Act.

You are requested Lo comply wilh the objections by filing your reply by way of explanation and/or
amendments within 12 months from the datc ofissue of I'IIR failing which you application will be
treated as "Deemed to havebeen abandoned” under section 21(1) ofthe Act. The last Date is
31/10/2014.

You are advised to file your reply at the carlicst so that the office can firther procced with application
and complete the process within the presceribed period.

¢)

d)

(Dr. Sharana Gouda)

Asst. Controller of Patents & Designs

NOTLE : All Communications 1o be sent to the Controller of Patents at INTI iLLliCTU/\L PROP-I‘IRTY
BUILDING G.S.T. Road, Guindy Chennar-600032.
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