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DECISION 

1 This decision concerns whether patent application GB1902498.3 entitled 
“Deoxycholic-bound Inulin” complies with the requirements of the Patents Act 1977 
(“the Act”) with regard to novelty under section 1(1)(a), the clarity of the claims under 
section 14(5)(b) and added subject matter under section 76(2).   

2 The application, which originally comprised 33 pages of description (i.e. seven pages 
of text followed by figures 1-25 and tables 1-3) and one page of ten claims was filed 
on 25 February 2019.  A combined search and examination report was issued on 9 
July 2019 setting out why the claimed invention was not novel (i.e. not new).  At this 
early stage the examiner, Dr Andrew Guy, suggested that the applicant seek the 
advice of a patent attorney, and also that the application be withdrawn prior to 
publication.  There followed four amendment rounds during which the applicant, Dr 
Afolabi, sought to amend the claims in order to clarify the scope of her invention and 
amended the description in a manner which gave rise on each occasion to 
objections to added subject matter.  The offer of a hearing was accepted on 13 
December 2024, and the matter came before me on 17 March 2025.  I was assisted 
at the hearing by Dr Graham Feeney.   

3 Throughout the prosecution and at the hearing Dr Afolabi was represented by a 
solicitor, Mr Ezike, of Universe Solicitors Limited.  At the hearing, Dr Afolabi 
presented the majority of her arguments and evidence herself, with Mr Ezike 
providing helpful legal clarifications along the way.  I am grateful to Dr Afolabi for her 
straightforward and carefully reasoned explanations which assisted me in 
understanding her position and in reaching my decision.    

72(a) 



The application 

4 The application relates to a composition of a mixture of inulin (a carbohydrate/ 
dietary fibre/ prebiotic derived from chicory) and deoxycholic acid (one of the 
naturally occurring bile acids). The precise nature of the invention is not immediately 
clear form the specification as filed, and therefore during the early part of the hearing 
Dr Afolabi clarified that the application concerns the straightforward mixing of bile 
acids, specifically deoxycholate or deoxycholic acid with inulin1.  As was confirmed at 
the hearing, the application does not disclose the manufacture of an isolated or 
purified complex of inulin and deoxycholate2.  Dr Afolabi was, however, able to tell 
me that later crystallographic modelling confirmed that a complex can form between 
deoxycholate and inulin.  The application further discloses the activity of a 
deoxycholate/inulin mixture to inhibit the proliferation of colon cancer cell lines in 
vitro and promote programmed cell death (apoptosis) and the molecular mechanism 
that underpins this effect3.  At the hearing, Dr Afolabi placed great emphasis on 
these teachings, the implications of which in terms of the concept of novelty in patent 
law are discussed below.   

5 During the prosecution of this application, the format of the independent claim(s) has 
been repeatedly adjusted by amendment such that a great deal of the examiner’s 
efforts has concerned attempting to understand the scope of patent protection 
sought.  Objections to a lack of clarity, excluded methods of treatment and unclear 
and/or unsupported medical use claims have arisen at various points.   

6 At the hearing, Dr Afolabi clarified that she intends to seek a patent for a 
composition.  This is consistent with the marked-up amended claims filed on 13 
December 2025, and, as agreed at the hearing, are the claims that I should consider 
in reaching this decision.  As I noted at the hearing, at present no clean copy of 
these claims or of the amendments to the description supplied on the same date 
have been received by the IPO.  Therefore, at the expiry of the compliance period, 
the amended application did not meet the formal requirements4 of the Rules.   

7 As they stand, with the struck-out elements removed and the claims re-numbered by 
myself, the claims as now amended are reproduced as follows: 

1. A composition of deoxycholic acid and inulin to form an entity/complex, to 
treat colorectal cancer cells. 

 
1 In the application as filed, this mixing step is conducted solely in culture medium during experiments 
in which the effects of the mixture of deoxycholate/inulin upon a colon cancer cell line are measured.  
At the hearing, Dr Afolabi was able to confirm to me that all that was required to produce a complex of 
deoxycholate and inulin was to simply mix the two substances.  Although crystallographic modelling of 
the complex was not included in the application, Dr Afolabi was able to explain to me the chemistry 
behind predicted hydrogen bond formations between deoxycholate and inulin, which would be 
expected to result in the formation of a strongly linked complex.  
2 In this regard, the disclosure is limited to the mixing of ingredients and the formation of the complex 
in a culture medium.   
3 In terms of a mechanism of action, the a priori reasoning and data presented in the application 
indicate that inulin may sequester intracellular deoxycholate, with the formation of a complex 
inulin/deoxycholate.  It seems that this complex may promote apoptosis by causing up-regulation of 
pro-apoptotic protein caspase-3 and an inhibition of the pro-inflammatory signal TNF-α.   
4 See the Patents Rules 2007 at rule 14 and schedule 2 Part 2.   

https://assets.publishing.service.gov.uk/media/679360222de28ea2d392f346/Patent-Rules-and-Fees-2007-August-2024.pdf


2. The composition of claim 1, wherein the composition comprises inulin 
which is a polysaccharides. 

3. The composition of claim 1 wherein the said composition comprises 
deoxycholic acid which is selected from the group of steroids which are 
apoptotic. 

4. The composition of claim 1 where in the composition comprises inulin (3 
mg/ml) and deoxycholic acids (300 µM). F is fructose-sucrose group R 
represents a steroid group N is a number ~36. 

5. Deoxycholic-bound inulin down regulates β-catenin in normal human colon 
and colorectal cancer cells. 

6. Deoxycholic-bound inulin down regulates vimentin in normal human colon 
and colorectal cancer cells. 

7. Deoxycholic-bound inulin down regulates E-cadherin in normal human 
colon and colorectal cancer cells (Figure 14, 15). 

The Law 

8 The relevant law is defined in the Patents Act 1977 (as amended) and can be viewed 
online at the IPO’s website:  

The Patents Act 1977 (as amended) - Guidance - GOV.UK 

9 The Manual of Patent Practice (MOPP) explains the IPO’s practice under the Act 
and makes helpful references to relevant case law. The Manual can be viewed 
online at the IPO’s website:  

    Manual of Patent Practice - Guidance - GOV.UK 

I have indicated below the sections of the Act which apply to each of the examiner’s 
objections.  

Issues for decision 

10 There are several issues of contention between the applicant and the examiner, 
each relating to substantive requirements of the Act that need to be satisfied before 
the patent may be granted. Specifically, in their pre-hearing report, the examiner sets 
out that the application fails to meet the requirements for novelty5, added matter6 and 
clarity7, and defers matters relating to sufficiency8 and support9.  

11 I note that the extended compliance period for this application expired on 16 May 
2025.   

 
5 Section 1(1)(a) 
6 Section 76(2) 
7 Section 14(5)(c) 
8 Section 14(3) 
9 Section 14(5)(b) 

https://www.gov.uk/guidance/the-patent-act-1977
https://www.gov.uk/guidance/manual-of-patent-practice-mopp


Claim construction and clarity  

12 The claims are construed in a purposive manner, through the eyes of the skilled 
person, in light of the disclosure of the description, as set out in section 125 of the 
Act and following the established principles of UK patent law10. During the 
prosecution of this application, there does not appear to have been a clear 
identification of the identity of the skilled person.  At the hearing Dr Afolabi indicated 
that in her view the skilled person would have knowledge of the art of biomedical 
science and medicinal chemistry and some expertise in molecular crystallography.  I 
cannot agree with this because, for the purposes of patent law, the notional skilled 
person is an unimaginative legal fiction11 and “not a highly skilled expert…”12.  
Instead, I consider that the skilled person would in fact be a skilled team comprising 
a competent biomedical laboratory technician capable of following instructions to 
make up culture media with added components (i.e. deoxycholate and inulin), and a 
chemist capable of making some predictions based upon the chemistry of biological 
polymers.    

13 Turning to the understanding of the claims, the scope of claim 1, as now amended in 
manuscript form, is not entirely clear, and there is little in the description that would 
help the skilled person with this understanding. It is clear that the description 
discloses the mixing of inulin and deoxycholic acid in solution, and that this mixing 
appears to allow for inulin to bind to deoxycholic acid, however, there is no 
disclosure of the isolation of the complex. As such the skilled person would 
understand that the composition of deoxycholic acid and inulin has to be capable of 
forming an entity/ complex.  This composition may then be further limited as being 
either suitable for use “to treat colorectal cancer cells” or it might be regarded as 
unclearly seeking to define the second medical use of the composition.   

14 At the hearing, Dr Afolabi confirmed that the claim is intended to define the 
composition per se when suitable for use.  Whilst, arguably, claim 1 remains of 
ambiguous scope, for the purposes of this decision I will adopt the construction as 
intended by the applicant. As such, claim 1 is construed when suitable for use as 
follows:   

“A composition of deoxycholic acid and inulin capable of forming an entity/complex 
when suitable to treat colorectal cancer cells either in vitro or in vivo.”   

15 In view of the present claim 1, claims 2 and 3 now appear to be superfluous.  In any 
case, they are not taken as further limiting claim 1.  Claims 5-7 do not add any 
technical features to the invention defined by claim 1 and, at least for the purposes of 
novelty and inventive step, they also do not place any additional limitations beyond 
claim 1.  Accordingly, any documents found to show that claim 1 is not novel will also 
inherently anticipate claims 2, 3 & 5-7.   

16 Turning to claim 4, which further defines the composition of claim 1 in terms of the 
concentrations of inulin and deoxycholic acid. I can construe this claim in two 

 
10 See MOPP Section 14.111-14.116 and 125.13-125.14; and Kirin-Amgen Inc v Hoescht Marion 
Roussel Ltd  [2005] RPC9 
11 As Jacob LJ put it in Technip France SA’s Patent [2004] RPC 46 at paragraph 7: “It is settled that 
this man [the skilled person], if real, could be very boring—a nerd” 
12 Manual of Patent Practice at 3.20 

https://watermark.silverchair.com/2004rpc46.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAA3cwggNzBgkqhkiG9w0BBwagggNkMIIDYAIBADCCA1kGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQMOgT68B_G-JbRnEZ0AgEQgIIDKujMYnyy1T-SV79K2TTCYO7ZqrCwcA_b5Tlx5gDDKrAWqtkA-tA9cC1DnZb7t-7vkB__fvAoLrid3PT9zc29PQ7Bue2kfSuSPB3CGMK5r2Kxld7n9uq3N23wlZ_C2gttietNzTqu2JRYdjeIQ3BVdMT8hykXT8-WYfz3UNi2A5UAcpdbyEJEMaRQnW9-cKhjYaIvNxw0m6XyJw1rtHB3nm2mrK6D-JeJhtOEBMf-sCKdzGHQlMMrtuJlYl7DDb6xZ7uKqbHtMD-bbYci8IDvJ2zDamx1-uqMZ7TnLT8RjwGsJGTk5Pomihlw1hLNWbLFcUggwGv9igwed_DovVEuprTEeYrQzP4jNtMWCdQlOPPazwVPMCDjtMQkug6Q6OgT9N7bTAAnlpvpFp-zGlQGpsXuEwCdh8HTijKwsBZZuZrdX6Wtfx9ehg2tH6xDdiXTl8hgXeXOoRCVQPfA3u9ApmXuCfUlbsnWx6ue6EVqmcH3Iw-odQSvHJdmcC68qPrm5XY2oY3R8jbTShhElmImflbxHrRZPY7zat4rozWxcwlO7tWFODSfYoxPtbM02cZf96K4RsqrhaHOe4BQp3DGRE0e_tD39upBVUADgMq7EGTQWFmJDSH00TaXI6TKWDIzgrgkTdxOnOcm1KeM2pDHvCMcOHugACxtEFbytYlYmHHsi2W1cNFsKoXGyqPh4_XWx6wH1688D4jPVn8z_LoKakuLKh_jMNSEZMV75f-Fm6fG-XGfOk0bsKOvtN8GvxDkG4TvNE2dH4Ax78Grug-4EhKpLC0mdfgVN_VICg254zTtTlcC5yYTDHf0Xc0uDjC2eTWV9FQHpLC1cYxl60-S-E_e799MPdMJT4ClbxX3VT9krvNab9i3TxQaiylPQ5qBEfuch-abjY6rVI7oTT7VesrpvJYVZ4rWpRkY4OHYvjrumpylz6_K4wjqcTAZTuRSdaKbJtL2kYg8ccJfhG0iFxFw948QX7xtn__aDNJbEXHrRE0mm-08S_oCspKYT-4c1bWXunMRZQv_7PT8Ux9P4ElLey5725dccLDuXnIi0aYQc94QsRxeSjcYOA
https://www.gov.uk/guidance/manual-of-patent-practice-mopp/section-3-inventive-step


different ways.  The claim can be taken to define to the concentrations of inulin and 
deoxycholic acid ingredients to be used in the production of the complex.  If this 
construction is correct, then, at least for the analysis of novelty, claim 4 is not limiting 
over claim 1.  Alternatively, claim 4 may be construed as defining the concentrations 
of inulin and deoxycholic acid that appear within the final product, i.e. the complex, 
however at reaction equilibrium13 this definition at best implies the presence of 
unbound inulin or deoxycholate, in addition to that present in the stable 
inulin/deoxycholate complex. Therefore, claim 4 is unclear and the limitations, if any, 
that it places upon the invention, i.e. the complex per se, remain ambiguous.   

Novelty 

17 The requirement for novelty is set out in section 1(1)(a) of the Act which states:  

A patent may be granted only for an invention in respect of which the following 
conditions are satisfied, that is to say –  

(a) the invention is new;  

Section 2(1) goes on to further state: 
 
An invention shall be taken to be new if it does not form part of the state of the art. 

And, excepting the provisions concerning the “first-to-file” rule, section 2(2) defines 
the state of the art as follows:  

The state of the art in the case of an invention shall be taken to comprise all matter 
(whether a product, a process, information about either, or anything else) which has 
at any time before the priority date of that invention been made available to the 
public (whether in the United Kingdom or elsewhere) by written or oral description, 
by use or in any other way. 

18 In order for a prior art document to be shown to anticipate an invention (i.e. show 
that it is not new), that document must make a prior disclosure which must disclose 
subject matter which, if performed, would necessarily14 result in infringement of the 
patent as set out by the Court of Appeal in General Tire & Rubber Company v 
Firestone Tyre & Rubber Company Limited15, the so-called post-infringement test.  
The same prior art must enable the notional skilled person, at the date of the prior art 
disclosure, to perform the invention, as held by the House of Lords in SmithKline 
Beecham Plc’s (Paroxetine Methanesulfonate) Patent16.  Only when both 
requirements, those of prior disclosure and of enablement, are fulfilled does a prior 
art document anticipate.   

 

13 https://en.wikipedia.org/wiki/Law_of_mass_action 
14 To paraphrase Lord Hoffman in SmithKline Beecham Plc’s (Paroxetine Methanesulfonate) Patent 
[2006] RPC 10, the flag must be planted on the claimed invention.   
15 General Tire & Rubber Company v Firestone Tyre & Rubber Company Limited, [1972] RPC 457 
16 Ibid, SmithKline Beecham Plc’s (Paroxetine Methanesulfonate) Patent [2006] RPC 10, where Lord 
Hoffmann summarised the disclosure requirement as follows: “anticipation requires prior disclosure of 
subject-matter which, when performed, must necessarily infringe the patented invention”. 

https://en.wikipedia.org/wiki/Law_of_mass_action
https://ukipo-my.sharepoint.com/personal/graham_feeney_ipo_gov_uk/Documents/Desktop/Hearings/Afolabi/SmithKline%20Beecham%20Plc’s%20(Paroxetine%20Methanesulfonate)%20Patent%20%5b2006%5d%20RPC%2010
https://ukipo-my.sharepoint.com/personal/graham_feeney_ipo_gov_uk/Documents/Desktop/Hearings/Afolabi/SmithKline%20Beecham%20Plc’s%20(Paroxetine%20Methanesulfonate)%20Patent%20%5b2006%5d%20RPC%2010
https://doi.org/10.1093/rpc/89.17.457
https://doi.org/10.1093/rpc/2006rpc10


How the invention works and the relevance of a new mechanisms of action 

19 At the hearing it became apparent to me that much of Dr Afolabi’s arguments, 
asserting that the cited prior art is irrelevant to the novelty of her invention, centred 
upon her new findings concerning the molecular mechanisms by which the 
composition of deoxycholate and inulin has its effects to inhibit the proliferation of 
colon cancer cells.   

20 Under UK law and practice, it has been a very long-standing principle that novelty 
cannot be conferred to a claim to a material or composition merely by discovering 
new properties17;   a newly discovered technical effect or molecular mechanism 
cannot confer novelty to an already known invention.  In Tate & Lyle Technology v 
Roquette Frères [2009]18, the High Court found that a claim to “the use of maltotriitol 
to modify or control the form of maltitol crystals”, was held to lack novelty over a 
number of prior art documents which disclosed crystallisation of maltitol merely in the 
presence of maltotriitol at levels at which it would inherently control crystal formation, 
even though this effect was not recognised at the time.  In other words, as long as 
the requirements for prior disclosure and enablement are met, any additional 
underlying mechanistic details are not pertinent to the assessment for novelty.  It is 
to this end that the examiner has referenced the judgment of the House of Lords in 
Merrell Dow 19, in which the inevitable result of carrying out the directions given in the 
prior art necessarily resulted in anticipation of the claimed invention20.  However, I do 
note that, whilst, unfortunately not indicative of the novelty of the claimed invention, 
at least from the prior art identified during the prosecution, it would appear that Dr 
Afolabi’s mechanistic findings have not been made before.   

21 In passing, although claim 1 does not relate to an asserted new medical use, I 
further note that the approach set out above is also consistent with the case law 
relating to medical inventions where a new piece of information about how a 
treatment worked does not constitute an invention if it does not lead to a new use21.   

Analysis  

22 In order to determine whether an invention as defined by a claim is novel, the first 
step must inevitably be to construe the claims.  For the avoidance of doubt, the 
claims have been construed as set out above.   

23 Next, I must consider each piece of prior art separately and determine what has 
been disclosed to the skilled team at the date of the disclosure22.   

24 During my preparations ahead of this hearing, I identified an additional relevant prior 
disclosure made by the applicant in 2015:   

 
17 In I.G. Farbenindustrie A.G.’s Patents, 47 RPC at page 322, it was stated that “no man can have a 
patent merely for ascertaining the properties of a known substance”. 
18 Tate & Lyle Technology v Roquette Frères [2009] EWHC 1312; [2010] FSR 1 
19  Merrell Dow Pharmaceuticals Inc v H N Norton & Co Ltd [1996] RPC 76 
20 See also the Manual of Patent Practice at Section 2: Novelty  
21 Bristol-Myers Squibb v Baker Norton Pharmaceuticals [1998] EWHC 300, paragraph 66 
22 SmithKline Beecham Plc’s (Paroxetine Methanesulfonate) Patent [2006] RPC 10 

https://academic.oup.com/rpc/article/47/9/289/1594509
https://www.bailii.org/ew/cases/EWHC/Patents/2009/1312.html
https://doi.org/10.1093/rpc/1996rpc76
https://www.gov.uk/guidance/manual-of-patent-practice-mopp/section-2-novelty
https://www.bailii.org/ew/cases/EWHC/Patents/1998/300.html
https://doi.org/10.1093/rpc/2006rpc10


D1 Abstract LB-271: “Inulin inhibits free radical species in HCT 116 
adenoma carcinoma and normal human HK (keratinocyte) cell line” Ekine-
Afolabi et al Cancer Research (2015) 75:15 Supplement LB-271 presented at 
the AACR Annual Meeting in Philadelphia, 201523 

25 Dr Afolabi was made aware of the relevance of her own prior disclosure before the 
hearing, which was delayed allowing Dr Afolabi to further prepare her arguments.  
She was thus able to address me during the hearing about this conference abstract.  
Briefly, this abstract discloses how HCT116 colon cancer cells were treated in vitro 
with inulin (5-40 %) in the presence of deoxycholic acids (100 μM-500 μM).  At the 
hearing Dr Afolabi was able to confirm that, in substance, her prior disclosure 
concerned the mixing of inulin and deoxycholate in a culture medium which would 
result in the formation of the same deoxycholate/inulin complex as that referred to by 
claim 1.  At this point, I can readily determine that the meeting abstract, alone, fulfils 
the requirements for an enabling prior disclosure of the composition of claim 1 simply 
because if the teaching of the abstract is followed, inulin and deoxycholate would be 
mixed such that the composition of claims 1 would necessarily be produced. As 
noted above, there is nothing in claims 2,3 & 5-7 that add any further limitation to 
claim 1. 

26 Assessing the novelty of the invention defined by claim 4 is problematic because the 
limitations it imposes are ambiguous.  If the claim 4 merely refers to the 
concentrations of ingredients used, then for the assessment of novelty, Dr Afolabi’s 
prior disclosure in D1 anticipates the claim.  This conclusion is less clear if claim 4 is 
taken to define concentrations found in the product, however at the hearing, Dr 
Afolabi explained to me that the complex of inulin and deoxycholate she produced in 
2015 is the same as that disclosed in the present application (the advances in the 
present application being in the characterisation of the same complex) such that D1 
anticipates claim 4.   

27 Unfortunately, contrary to Dr Afolabi’s expectations, as I have explained above, the 
teaching of new scientific details about the complex cannot confer novelty upon a 
claim to the complex per se.  It is regrettable both that this prior art was not identified 
at the search stage and that, in the knowledge of her own previous publications, the 
applicant did not realise that the disclosure was pertinent to the assessment of the 
novelty of her invention.     

28 In his prehearing report the examiner assessed the novelty of the latest amendments 
to the claims and cited the following journal article: 

D2 “Nasal drug delivery: An in vitro characterization of transepithelial 
electrical properties and fluxes in the presence or absence of enhancers” 
Wheatley et al; Journal of Controlled Release 8 (1988) 167-17724 

29 As can be seen in this article, at figure 6 and its associated legend on p172, inulin 
(0.01 nM) flux across an isolated sheep nasal mucosa was measured in the absence 
and then the presence of 0.1% deoxycholate.  Thus, there is an incidental disclosure 

 
23 https://doi.org/10.1158/1538-7445.AM2015-LB-271 

24 https://doi.org/10.1016/0168-3659(88)90043-0  
 

https://doi.org/10.1158/1538-7445.AM2015-LB-271
https://doi.org/10.1016/0168-3659(88)90043-0


that inulin and deoxycholate were mixed in an aqueous serosal bathing solution such 
that the complex of claim 1 was inevitably formed.  During the hearing, Dr Afolabi 
confirmed that in her view the complex of inulin and deoxycholate would inevitably 
form upon mixing.  It is therefore my conclusion that this document also meets the 
requirements for prior disclosure and enablement such that the invention defined by 
claims 1-3, 5-7 are anticipated.  In my assessment, D2 anticipates claim 4 if that 
claim is taken to define the concentrations of ingredients used to produce the 
complex.  Should claim 4 be construed as defining the concentrations of inulin and 
deoxycholate in the product, then D2 is at least relevant to inventive step, any 
distinction being wholly arbitrary.  I further note that even had D1 never been 
published, the application would still not meet the requirements of section 1(1)(a) of 
the Act.   

30 Throughout much of the prosecution of the application25 and at the hearing, the 
question has featured prominently as to whether claim 1 is anticipated by the prior 
reports of the use of oral inulin, alone, as a pharmaceutical or nutraceutical which 
may reduce the risk of colorectal cancers.  This line of argument follows the 
reasoning set down in Merrell Dow26.  Having already decided that claims 1-7 are not 
novel, I will not set out detailed analysis here beyond saying that having read the 
application as filed, wherein the complex of the invention is produced by mixing of 
inulin and deoxycholate, and taking into account Dr Afolabi’s confirmation that mixing 
is all that is required to produce the complex, I agree with the examiner’s analysis 
that the commonplace prior art oral ingestion of inulin would inevitably result in the in 
vivo formation of a complex that anticipates claims 1-7. This would also mean that, in 
the event claim 1 could be amended to a second medical use format, for use in the 
treatment of colorectal cancer, (and for argument’s sake ignoring any issues arising 
due to lack of disclosure, enablement or support in the application as filed), the claim 
would lack novelty in light of at least those documents cited by the examiner in their 
report of 9 July 2019.   

31 Claims 1-7 as now amended in manuscript form are not novel, and as such the 
application does not meet the requirements of section 1(1)(a) of the Act.   

Added Matter  

32 Objections to added matter have been raised throughout the prosecution of this 
application and it is worthwhile reiterating that under s.72(1)(d), the presence of 
added matter is a very clear and unambiguous grounds for the revocation of a 
granted patent.  A patent containing added matter is invalid, therefore, under the Act, 
amendments which add matter to an application for a patent are not allowable under 
s.76(2). As summarised by Jacob J. (as he then was) in Richardson-Vicks Inc.’s 
Patent [1995] RPC 56827: 

“the test of added matter is whether a skilled man would, upon looking at the 
amended specification, learn anything about the invention which he could not 
learn from the unamended specification.” 

 
25 See the combined search and examination report dated 9 July 2019 and the subsequent 
examination reports.  https://www.search-for-intellectual-property.service.gov.uk/GB2581531  
26 Ibid, Merrell Dow Pharmaceuticals Inc v H N Norton & Co Ltd [1996] RPC 76 
27 Hereafter Richardson-Vicks, see page 576 lines 34-37.   

https://www.search-for-intellectual-property.service.gov.uk/GB2581531
https://doi.org/10.1093/rpc/1996rpc76
https://watermark.silverchair.com/1995rpc568.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAA3EwggNtBgkqhkiG9w0BBwagggNeMIIDWgIBADCCA1MGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQMYynZ12j7svlefkjMAgEQgIIDJD4d5xLMDkPJ28rK-Kn1CIuyzDD_N5kH2qpnYjtaSfstRAB4qmFGKhy7UD3HFlukGZ5cFaq7oHby2JXkshg_iXgmir3RtgGfaqCvEbmaRd1YPCy_4PmK4FSy5HPFIriFPulL92hAFhyXfHtYGtG67UEWkYJMlQw-KzSa_0mNXYMwXyOtC8OyZ1T0szWcOlUfyrJjwF5idLFyccXmWvjImF5tzWPORuAcFFMHIb24WL4ZLMvBYJBeav1_Vk5OJX7JlmD1_BKoZhkR51OF0c7CKihQYPHTY0of9IkCMoaSjrvltxtshJTaAK4ajC04pU95xMtdcydhvaZ7ucSJ5ajOqD_0KKBy2a01Ui7xuSrrsXz3DpAwAg60cIGuTLWxN_UCfdd5rp7UneXF15H2tNBMGNiEPN2f2Y_i9AEOMbrB_nxv7-sZX1WoUbmZc5250Zc1lfp1oyNXbI3nx6cv3wYm1Plwn1FKDA1pO6YmdSlXKw9u8199iaqymv1JUyY2fwV6FrLgj_OER5iSZomZzVv9fgFtsiUETfCaNjJkrCfGIgU9sXL_YoTSg0V0dru0mZTyfmW4Phva8dWMinVwEVGm9xyszMncCImAcYWwkxBA8i8cAmEPKFaETVl8EFnnfIwDAp-fnrsmpjuD2i_RnKguDAOen-p02Mvb3b41kjoY0geSjsPngPpLAX_-NAyw84KNAaXFfZSp_Wmht5bWIFnSA38CAgif2yNK2MNEG4goyVemwS-8W_YYRjMGha_u1UYs3UNEbmHP3sFtd_SkRWld80mClKw0tyQhPohBAyvAABNz7aEsl53L6WGCQlJiiEqTrVxHHaefkUuMbWqtv6Eu9cJKiyzVy-3IAyBMP8Ic6QxoZSrVw3G8Ae9CB0jFXpo8hPL7SvvuWWC-JFYJADm-kN4bmOTzZJVbRQ2Asu6O8p1wwwnJRKe238PcbiZ03jOE11QGOOc3eqrC6Skdx_Rs3S6ig7NPj7hsgsZmldPxfiZvIlLvsXCKxZGMIj4s2S51dwy3qVtbAiDDmmngqYoDlIPzEM60CMaT8h4JvKyeFc3DfABMrQ


33 In Bonzel and Schneider (Europe) AG v Intervention Ltd [1991] RPC 55328 Aldous J 
(as he then was) described a three-step analysis to determining whether there was 
added matter in a patent: 

(1) to ascertain through the eyes of the skilled addressee what is disclosed, 
both explicitly and implicitly in the application; 

(2) to do the same in respect of the patent as granted [the application as 
amended]; 

(3) to compare the two disclosures and decide whether any subject matter 
relevant to the invention has been added whether by deletion or addition. The 
comparison is strict in the sense that subject matter will be added unless such 
matter is clearly and unambiguously disclosed in the application either 
explicitly or implicitly. 

34 I note, in particular, the strictness of the third step, with no allowance whatsoever for 

adding details that may be merely obvious.   

Analysis 

35 In the prehearing report, the examiner identified additional subject matter at least at 
amended paragraphs 012, 013, 015, 017, 021 and 022 of the description29.    

36 I have applied the three-step test from Bonzel as follows:   

37 Step 1: I consider skilled team (as set out above under Novelty) is taught how to 
produce the invention of claim 1 by mixing inulin with deoxycholate in cell culture 
medium.  The medium containing the inulin/deoxycholate composition is then used 
to culture CRL-1790 (immortalised normal colon) cells and HCT116 (colorectal 
cancer) cell lines, control cultures being performed using media containing 
deoxycholate but no inulin.  From these experiments, it was deduced that inulin can 
inhibit the proliferation of colon cancer cells via the induction of apoptosis, with 
experimental evidence of the molecular mechanism that may deliver this effect.  
Further, whilst the details remain unclear, there is a brief line of a priori reasoning 
that the invention (i.e. a complex of inulin and deoxycholate) may bind and eliminate 
deoxycholate to “yield a better prognosis for colorectal cancer patients”.    

38 Step 2: The examiner explains that paragraph 013 relates to what appears to be 
original research relating to the structure of such a complex and the interactions 
between inulin and various bile acids. Paragraphs 012, 015, 017, 021 and 022 relate 
to reasoning and predictions on the structure of the complex of the invention and 
further include subject matter relating to inulin/deoxycholate micelle formation, 
synergy between the activities of inulin and deoxycholate.  In addition, paragraphs 
005-010 mention the manufacture/formulation of medications, the association of 
colorectal cancer with a high-fat diet, ‘fat dissolver’ activity related to bile acids, the 

 
28 Hereafter Bonzel, see page 574.   
29 Presently these pages have been received on 13 December 2024 in marked form only, though the 
new paragraphs were first identified with the amendments filed with the letter of 15 February 2024. 
The paragraph numbering referred to above is as per the marked-up numbering of the latest 
amendments.  

https://watermark.silverchair.com/1991rpc553.pdf?token=AQECAHi208BE49Ooan9kkhW_Ercy7Dm3ZL_9Cf3qfKAc485ysgAAA3IwggNuBgkqhkiG9w0BBwagggNfMIIDWwIBADCCA1QGCSqGSIb3DQEHATAeBglghkgBZQMEAS4wEQQM6A1H4xJ351Us5h_fAgEQgIIDJUDU8pDk2Voyyg9gN1QoJZC6RaGX8grjs8AQiZO13nIf0As_6rJTaptcOpewX2raC9GwxMIqWeOz3XF3QwKd_tATi3oihg6Z1k86C_QoXxuSFN1A3Ard0ZBzBGvg8bjhwR6IePCo1qscUVZQIbIJuV6YzfoV4Sj9qHWWLqd3pbTytkW4NzqkliladU2x8zLEE7xTK1dODN_Xwc8dsgv6RkrTbETXPSe7_EUN7srUYv0sEQqv9IEwdEdR8Kyb6ho15bBhWiuesBM8Al--ZeKUj6jiUnhDfBm4jD2Xj3GhFb5-iIa5I3jC8IUeClj6U_I_TcNHEHZo-UmYQ13ZRlR9JJMDOt-UMfpo0chqcF-9HMK0DwZBsKTb1Pthshp60o6vHmegLtvXaIRu5g2qfYDP-PMPK2dTSgJ4YJ3RaV940ZLW-bymxev338FMWL5L7XdZ_gECiQc0okL2EOnDksCSrpEgAySj6BVLSQR-g0OcfEGZa7brEtLE-9fkkQcukL6aV2azi8ekrg-rqwIjOlRdD-faDkWURIZ1W1jr0WZP0nQUWLxN1en6e3AetU0sZhtA-Uh6CtLSyVbenjDLkHTi4haPU7UpqLoOJtCBka9oGaaWZYvuKnKDsRuGWx3kSLIm5hEwZ_Z76o7antwZiYt08cWUVkzzflpf6Xst9V28UQCDgXeFFGUifWmpA9PAfh4H3AoSUCS3d1Xd85Ne-bu0KR0ybuLRmb4pTme2JyR5do-1xsHrPVfrkdh__PO9t1B7Vuw7PknHmOAEkJJ0jZtKy4ksmcqpAGt_ZCnhnTio5yJZIrOchbBYWNMqIArMK33epuOc7ykcpqzJVXLdd1MPQLG7vO_uc_dzrIEn8xjndlJB1QPR6GMAIajDFbgSpoaaaTiW-1REJgVrUgLonSAjSwuSYc8iV-Ogk660QN-odsYKlPchXRdzzFyFIRF9S-tVg10hSDM8eERmOEEWUJ4TNm7bq6m-wJwJRxBVVHMb2ewWrzQK12NPa5mnBBdEDwXw-d9B25UY6w7xShvpGCj8H14PVkZY-a-Wpqt_6fPkH1mii3dnXUU


structural flexibility of the polyethylene oxide backbone of inulin, and what is known 
about the structure of steroids. I agree with this.  

39 Step 3: Some of the amendments listed above simply present details of what is 
known in the prior art in relation to the function of bile acids, their role in fatty acid 
metabolism, and their structure, along with the structure of steroids. Such references 
or summaries of what is known in the art does not necessarily contravene section 
76(2). However, when these references or summaries are used to demonstrate 
advantages of the invention, then this may result in unallowable added subject 
matter. In the present case, it is clear that the amendments to paragraphs 005-010, 
012, 015, 017, 021 and 022, at least, where they relate directly to the original 
research and the objects of the invention, extend the disclosure to the skilled team 
beyond that of the application as originally filed. As such, I find that the application, 
as now amended, fails to meet the requirements of section 76(2). 

40 Nevertheless, I note that the applicant has not relied upon this added matter as basis 
for claims 1-7, such that my finding that the claims are not novel does not turn on the 
removal of the added subject matter.   

Further matters 

41 I note that the examiner has further identified that the claims are unclear, and as 
such do not meet the requirements of section 14(5)(b) and has deferred 
consideration of sufficiency under section 14(3) and support under section 14(5)(c). 
As I have found that the application fails to meet the requirements of section 1(1)(a) 
and section 76(2) I see no merit in considering these additional matters.  

Conclusion 

42 I have found that the application does not meet the requirements of the Act for 
novelty and added subject matter.  I therefore refuse this application for a patent 
under section 18(3) of the Act.   

Appeal 

43 Any appeal must be lodged within 28 days after the date of this decision. 

 
DR ROWENA DINHAM  
 
Patent Examination Group Head acting for the Comptroller 


