Section 39: Contents of complete specification

(1) Every complete specification must—

(a) disclose the invention in a manner that is clear enough and complete enough for the
invention to be performed by a person skilled in the art; and

(b) disclose the best method of performing the invention that is known to the applicant and for
which there is an entitlement to claim protection; and

(c) end with a claim or claims defining the scope of the invention claimed; and
(d) include any other prescribed information.
(2) The claim or claims must—
(a) relate to one invention only; and
(b) be clear and concise; and
(c) be supported by the matter disclosed in the complete specification.

(3) A complete specification filed after a provisional specification, or filed with a convention
application, may include claims concerning developments of, or additions to, the invention that was
described in the provisional specification or the basic application (as the case may be) if those
developments or additions are developments or additions for which the nominated person would be
entitled to the grant of a separate patent.under this Act:

(4) If a complete specification claims a.new substance, the claim must not be construed as extending

to that substance when found in nature.







Introduction — purpose of Section39

1. A complete specificationisia document that discloses how to perform an invention and defines

the scope of patent protection.

2. Section 39 sets out the mainsrequirements for complete specifications. This includes the parts of a

specification, hew the invention must be disclosed, and specific requirements for the claims. This

guideline outlines how IPONZ applies section 39 requirements when examining patent applications.

3. General requirements for applicants preparing complete specifications can be found on the Apply

for a patent page of our website.

How to prepare a patent specification

Part 1: Underlying principles

e Construction of the specification and claims

e Form of the claims

Construction of the specification and claims

e Purposive construction




e The role of intention

e Date a which the specification is construed

e Using the specification to construe claims

4. Construction means the exercise of interpreting (construing) the specification and claims. This

section covers how a specification is read and understood, and how this informs the purposive

construction of claims.

Purposive construction

5. The principle of purposive construction has been described by the New Zealand Supreme Court in
Lucas v Peterson [2006] NZSC 20:

[26] A patent specification is to be read as a whole and given a purposive constructionalt must be

construed as it would be understood by the appropriate addressee < a personskilled in the relevant

art.

[27] Each part of the specification is to be read objectively.n its overall context and in'light of the

function of that part. The claims are to be interpreted by reference to the object.and description in

the body of the specification.

[28] The claims define the scope of the monopely conferred by the patent. They limit what others

may do. They must clearly define the protected field so ‘others may fairly know where they cannot

go. The description in the body of the specification.may assist.interpretation, but it cannot modify

the monopoly the inventor has cleafly marked out.™

6. Purposive construction means the patent specification'is to be read in light of its purpose, which is

to disclose the invention and define the patent monapoly. It is also to be read in light of the common

general knowledge in theffield of thé invention.nThe person skilled in the relevant art is referred to

in this guideline as the “skilled\person”. More discussion about the characteristics of the skilled

person can be found inour inventive stepguideline.

Inventive step guidelines

The role of intention

7. Purposive-construction«is not directly concerned with what the applicant meant to say; it is

concerned with what the skilled person would have understood the applicant to be using the words

to mean.? If the skilled person would understand from the specification that the applicant intended

that a term in the claim should be strictly complied with, then any variant that does not strictly

comply with that term will fall outside the scope of the claim.?

Date at which the specification is construed

8. The complete specification is construed with reference to the common general knowledge at its
filing date.

Using the specification to construe claims

9. Claims must always be interpreted in their overall context and by reference to the object and

description in the body of the specification.l When interpreting terms in a claim, they should be

given a meaning consistent with how they would be understood by the skilled person.




10. If the patent specification gives an explicit dictionary-style definition for a term, the term should

be understood by reference to that definition.!” However, if the specification gives a dictionary-style

definition for a term which is in conflict with the meaning as understood by the skilled person, this

may result in a lack of clarity. This is discussed further below in the ‘Clarity’ section.

Clarity of the claims

11. Terms may have a technical meaning to the skilled person in light of their common general

knowledge. A technical meaning of a term can be understood by referring to its usage by those

working in the art.®

12. If a term has no technical meaning to the skilled person, it can be assumed thesskilled person will

give a meaning to the term which is consistent with its ordinary meaning, and consistent with the

way the term is used in context, throughout the specification.

13. The description in the body of the specification cannot modify thesmondpoly that the inventor

has clearly marked out in the claims.”! This means, the scopé of @claim cannot be narrowed or

extended by reading into it words which are not in it.

14. The following examples are derived from casedaw, and illustrate purposive construction of
patent claims:

e Aclaim to a lintel recited one of the support members of the lintel “extending vertically”. In
context, "extending vertically’“didinot mean precisely vertical, it meant near enough to
vertical to enable the lintel'to perform its function of bearing weight over a window or door

space.®

e Aclaim to a method of “adjusting the transmission” through an amplifier. The claim’s
ordinary meahing was.a method of adjusting the transmission by using an amplifier.
Although.the specification deseribed methods of adjusting the amplifier circuit which
resulted in ehanging the transmitted signals, the details of those methods could not be read
inta.the claimsito narrew the claim scope.™

e Aclaim toasawmillincluded a “moving means whereby the rails can be moved in unison”.
The ordinary English meaning of this phrase was very broad. “Moving means” was found to
mean any. mechanism or device which could effect or facilitate movement. However, in the
context of the specification, the term “moving means” did not extend to two human
operators working together.

e The same claim also required a pair of “separate rails”. The word “separate” was given its
ordinary English meaning in that the rails were separated from one another. In context, it

did not have a narrower meaning of the two rails being completely unconnected.!*”’

e A claim to a structure adapted to support a wheel-mounted vehicle included reference to “a

bearing”. In context, the term “bearing” did not mean a separate physical bearing
[11]

component was required but was considered to be used in a functional sense.




15. The features of a dependent claim can give guidance on the true construction of the main claim

from which they depend.*?

16. It should be presumed that redundancy between claims is not intended, so each claim should be

construed as being different in scope, where possible.!*?

17. Patent abstracts are not considered part of the complete specification. The content of abstracts

should not be referred to when construing the specification or claims.

Form of the claims

e Suitability for use and product claims with functional claim language

e Use claims
e Product “when used” claims

e Product-by-process claims

e Open and closed terms

e Obvious mistakes

18. Although the Act does not set out any form or structureithat is required for thie claims, most

claims follow a common format. The Act categorizes two typesiof ‘invention’ which can be the

subject of the claims: product and process. Product elaims are dirécted to a physical object, while

process claims are directed to an activity.

Section 18: Patents Act 2013 — New Zealand Legislation

19. Usually, the claim begins with anintroductory term or/phrase that identifies the category of the

claim (product or process). Process claims typicallyause terms like process, method or use, while

product claims can use a wide range of terms that refer to a relevant product, such as article, device,

apparatus, compound, composition, polypeptidepor vector.

20. The claim will then define one or more'features (integers) of the claimed product or process.

When the claim is construed, the product or process is interpreted as having all of the features

recited in the'elaim. The elaim can also set out any features the product or process does not have.

This can be doneby stating a proviso, or by using exclusive or closed terms in the claim.

21. Whilextherabove is arguide for the form of a claim, there is no set structure for the claims.

Providing a claim meets the requirements of the Act and Regulations, the applicant may choose the

structure of the claim.

Construction of some common forms of claim

22. Some common forms of claim recite technical features of a product, and also refer to a process,

either explicitly or implicitly. These are:

Suitability-for-use claims and product claims with functional claim language
23. These are claims which relate to a product, but also refer to the product’s purpose, i.e. how the

product is intended to be used. Claims to products as being ‘suitable for’ a purpose are limited in the

sense that subject matter found in the prior art base which is not suitable for that purpose will not

anticipate the claim. In other words, depending on the context of the claimed invention, “suitable




for” in a product claim may confer a limiting feature on the claim. The expression “for” in a claim is

considered to have the same meaning as "suitable for”.
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24. The expressions “adapted to/for”, “effective for”, “configured to”, “arranged to”, “capable of”,

“intended to”, “designed to” are also typically used to describe features of a product by reference to

its function. Depending on the context of the claimed invention, such expressions in a product claim

may confer a limiting feature on the claim. For example, in the context of computer-implemented

inventions, claims which recite a computer “configured to” carry out certain processing steps are

limited to computers having programming which enables those steps to be performed.

25. Itis important to use purposive construction to understand how “suitable for” or any functional

language recited in a product claim limits the claim features. In situationsavhere a product such as

an article, composition or compound is known in the prior art, discovering @new purpose or suitable

use for the same product does not add a technical feature to somehow transform the knewn

product into a new product.

Example 1: A compound X (known compound) for treating a disease D (second medical

condition) in a subject.

Commentary: This claim lacks novelty with respect to the prior art which discloses the same

compound as claimed. The new purpose’of treating/disease D doés not transform the known

compound to a new compound. Since the new purpese is a therapeutic treatment, novelty

can be recognized if the claim is.amendeditoraSwiss-type€laim. Our Swiss-type claims

guideline has more information aboutithese.

Swiss-type claims guideline

Example 2: A nitfification inhibiting compeosition comprising an inorganic fertiliser A and an

organic fertiliserB.

Commentary: the purposive construction of ‘a nitrification inhibiting composition’ is a

composition forinhibiting.nitrification. If a composition comprising A and B is already known

in the prior art, the claim lacks novelty.

Example.3: A film.for'carrying out the process of claim 1, which is adhesive when hot and

consists of paper or another carrier, and adhesive material incorporated in the carrier and

covering its two faces.**

Example 4: An immunogen derived from a steroidal oestrogen or androgen, for use in a

method as claimed in claim 1.1

Commentary: The words "for carrying out the process of claim 1” or “for use in a method as

claimed in claim 1” relate to the process for using the product (the film or immunogen), not

the product itself. If a product from the prior art has all of the same features and would be

suitable to use in the novel process or method, the product claim lacks novelty.

Example 5: A workbench comprising features A, B and C.1*¢!




Commentary: The word “workbench” refers to how the claimed product will be used. This in

turn implies the product must be suitable for that use. A previously known bookbinder’s press

had features A, B and C, but was not suitable for use as a workbench because it was too small,

so the claim was novel.

Example 6: A hook for a crane comprising features A, B and C.

Example 7: A crane hook comprising features A, B and C.

Commentary: A crane hook needs to be relatively robust and strong and of a size which would

allow it to be suitable for the purpose of lifting and moving materials. A prior art fish hook for

example may have the same defined features, would not be suitablefor thessame purpose as

a crane hook.

Use claims
Example 8: Use of a disinfectant composition of claim 1 for sanitising@a food preparation

facility.

Commentary: This type of claim is construed asfa process claim and is allewable, even though

it may not explicitly recite a step of a process. There is na need forthe claim to explicitly recite

the process steps, because the skilled person knowsauhat they are from their common

general knowledge. For example, sanitising a food preparation facility with the disinfectant

composition would require applying the.composition to some part of the facility.

Product “when used” claims

Example 9: A fluorescent compound.of elaim 1, whén used to make a security marking label.

Example 10: A compoundhof claim 1, when used to treat cancer.

Commentary: This type of claim.is construed as a process claim. If the process is excluded

under section 15 orsection 16, an ebjection will be raised that the claim relates to excluded

matter. For example, @ compound when used to treat cancer will be objected to as a method

of medical treatment.

Product-by-processiclaims

Example 1. A product obtainable by the process of claim 1.

Example 12: A product made by the process of claim 1.

Commentary: This type of claim is construed as a product claim. More detail on issues which

may arise for product-by-process claims is given below in the ‘Product-by-process’ section.

Product-by-process

Open and closed terms
26. Inclusive or open-ended terms can be used to indicate that the product (or process) could also

have additional features (or process steps) that are not recited in the claim. Terms such as

n u

“comprising”, “including”, and “containing” are usually used as open-ended terms. The wording

“consisting of” is usually an exclusive or closed term which can be used to indicate that the product




or process does not have any other features apart from those recited in the claim. The phrase

'consisting essentially of' usually means the scope of a claim is limited to the specified materials,

integers or steps, and those that do not materially affect the basic and novel characteristic(s) of the

claimed invention.

27. Whether a given term is open-ended or closed can be determined by referring to the context in

which it is used, including any definition given for the term in the specification. These terms can also

be used in relation the claim as a whole, and/or in relation to specific features recited in the claim.

This means that a claim can use both open-ended and closed terms.!*”)

28. Optional features can be recited in the claim and are indicated by terms such as “optionally”,

"preferably", "with preference", "most preferred", "for example", "such as", "more particularly", or

“in particular”. In purposive construction, optional features are disregardedwhen determining the

scope of the claim.

Obvious mistakes

29. Where the disclosure includes an obvious mistake, this'will be construed as it would be

understood by the skilled person. This will depend on.nature of the mistake. If.the skilled person

knows what the disclosure should be, then the diselosure will'be construed as if'it contained the
correct matter.

Part 2: Requirements of the complete specification

e Enablement
e Best Method
e End with a claim or claims

e Prescribed Information

Enablement
30. The specification must enable the invention to be performed by a person skilled in the art. The

requirementsifor enablement are discussed in more detail in the enablement and support section
below.

Enablement:and:support

Best Method
31. The specification must include the best method of performing the invention known by the

applicant at the time of filing of the application.

32. The equivalent requirement from the UK Patents Act 1949 has been interpreted in E.I. du Pont de

Nemours & Co. v. Enka BV*8 to have three aspects in relation to determining whether a best

method had been omitted from the specification. Reworded as they would apply to an application
under the Patents Act 2013, these are:

(i) that there is matter, omitted from the specification, that would have disclosed a

method of performing the invention better than any method disclosed in the specification;




(ii) that the method disclosed by the omitted matter was known to the applicant to

be better than any disclosed in the specification, and,

(iii) that there was an entitlement to claim protection for the method.

33. This assessment can usually only be based upon information known to the applicant, which is

generally not available to the examiner at the time of examination. Where such information is

available, the best method requirement is assessed at the specification’s filing date. The best

method requirement should be assessed with respect to the invention as claimed. There is no

requirement to disclose the best method of performing a feature which is not a part of the claimed

invention.™?

34. In the third aspect entitlement relates to the entitlement of the applicant/nominated person to

claim protection for the method in the application in question. There is no requirement to\disclose

methods not invented by the applicant/nominated person, or to whiech theyshave net acquired

rights. There is also no requirement to disclose methods that'areiseparate inventions to the claimed

invention.?”

35. The specification does not have to include theavords 'best method' or any other such phrase. If

more than one method is provided there is no need to identify which is the best method. If the

specification does not disclose any method of performing the invention the disclosure may not be

clear enough and complete enough for the invention to be performed. This will be considered under

section 39(1)(a) as discussed in morefdetaihin the enablement and support section below.

Test for enablement

End with a claim or claims

36. A patent application.must .end with.a claifm or claims that define the intended scope of
monopoly.

37. The claims.form partef the specification, however they serve a different purpose to the

description. The descriptionthas the practical purpose of instructing the skilled person on how to

perform the invention, whereas the claims define the monopoly of protection sought, what must not

be infringed during the term of the patent if granted.

38. An objection under Section 39(1)(c) will be raised if the specification does not include at least

one claim.

39. While section 39(1)(c) requires the complete specification to “end with” a claim or claims,
drawings and/or sequence listings may be included after the claims. Prescribed information
40. Other prescribed requirements for the specification are set out in the Patents Regulations 2014.

The specification must meet any relevant requirements of Part 1 of the regulations (see regulations

1-45 and 55(a)). The specification is also required to include a title on the first page under regulation

55(b). The title should relate to the invention and correspond to the title provided with the

application under regulation 50(1)(b)(iii).




41. Abstracts, PCT pamphlet summary pages, and translation certificates are not considered part of

the complete specification. This is because the inclusion of such pages contravenes the requirement

of regulation 55(b) that the first page of the specification is the page containing the title, or the

requirement of section 39(1)(c) that the description end with the claims. Inclusion of one or more of

these within a complete specification will be objected to and a fresh specification requested under
regulation 24(3).

Drawings
42. Drawings form a part of the specification if supplied under section 41. Therefore, the drawings

are considered to form part of the disclosure for the purposes of section 39, including for assessing

enablement and best method. The drawings pages should follow the claims.

Part 3: Requirements of the claims

e Relate to one invention only

e C(Clarity of the claims

e Conciseness of the claims

e Enablement and Support

e Enablement

e Support
e Concepts relevant to both enablementand.support

Relate to one invention only
e Special technical features

e Unity “a priori” or “a pesteriori”

e Markush practice

e International reports

e Assessing prior art

e Restricting examination

43. The Act doesnot set out.any test for determining whether the claims relate to one or more
inventions. In general, the approach followed to determine whether there is more than one
invention claimed.is the same as for ‘Unity of Invention’ under Rule 13 of the PCT Regulations.

Rule 13: Regulations under the PCT - WIPO

44. The examiners should assess unity according to the PCT International Search and Preliminary
Examination Guidelines [Part IlI] Chapter 10 and the PCT Administrative Instructions Annex B.

Chapter 10: PCT International Search and Preliminary Examination Guidelines — WIPO
Annex B: PCT Administrative Instructions - WIPO

45. When raising a non-unity objection, the examiner should clearly identify all separate inventions
with corresponding claim numbers and provide a brief summary of each invention in the



examination report. If it is impractical to list all different inventions, the examiner should advise the
applicant accordingly.
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Special technical features

46. For there to be unity of invention, claimed inventions need to be linked by a single general
inventive concept. Claims are unified when there is a technical relationship'among those claimed
inventions involving the same or corresponding special technical feature as per PCT Rule'13.2.
Special technical features are those features in claims which define a contribution over the prior art.

47. Unity exists between claims of different categories when a special technical feature is shared
among the claims. The allowable combinations of claims of different categoriesare listed in

paragraph 10.12 of PCT International Search and Preliminary Examination Guidelines.
Paragraph 10.12: PCT International Search and Preliminary Examination Guidelines - WIPO

48. Unity also exists between claims of related articles:in the same category when the special
technical features of the claims correspond to each other, such as a transmitter and a receiver in a
communication system.

Unity “a priori” or “a posteriori”
49. Unity of invention.is assessed “a priori” or “aposteriori”.

50. Lack of unity a priori, before the prior art has been examined, can be determined if the subject
matter of the claims.in question is completely different with no common features. Alternatively, a
priori lack of unity can be determined if the common subject matter of the claims in question is
clearly.known, i.e. common general knowledge.

51. Examples of lack of unity a priori:
Claim 1: Features A+B
Claim 2: Features C+D
Claims 1 and 2 lack unity a priori because they have no common features.
OR
Claim 1: Features A+B
Claim 2: Features A+C
If feature A is common general knowledge, then claims 1 and 2 lack unity a priori.

52. A posteriori lack of unity assessment requires a prior art document (not necessarily the closest
prior art document).



53. If every common feature to all claims is known or obvious from the prior art document, then the
claims lack unity a posteriori. A common feature which is not known and not obvious makes a
contribution over the prior art, and therefore constitutes a special technical feature for uniting the
claims.

54. Example of lack of unity a posteriori in independent claims:
Claim 1: Features A+ B
Claim 2: Features A+ C

If feature A is known or obvious from a prior art document, then claims 1 and 2 may lack unity a
posteriori.

55. If all the features of an independent claim are known or obvious, then lack of unity.a posteriori
may exist between the dependent claims if there is no same or corresponding special technical
feature among them.

56. Example of lack of unity a posteriori in dependent claims:
Claim 1: Feature A
Claim 2: dependant on claim 1 with additional Feature B
Claim 3: dependant on claim 1 with additional Feature C

If the feature A of independent claim 1 is known or obvious.from aprior art document, then claims 2
and 3 may lack of unity a posteriori.

57. Although lack of unity of invention:should certainly be raised in clear cases, it should neither be
raised nor persisted in on the'basis of a narrow, literal'or academic approach. The examiner should
decide the unity of the claims on the balance of probability.

Markush practice
58. A Markush claim is'asingle claim defining alternatives, which may be chemical or non-chemical.

59. Markush alternatives meet the requirement of a shared special technical feature when the
alternatives are “of a similar nature”.

60. When the Markush claim is to chemical compounds, the alternatives are of a similar nature when
they allhave a common property or activity, and either share a significant structural element or
belong to a recognized class of compound.

61. A “significant structural element” is either a large portion of the structure, or a smaller but
structurally distinct portion, essential for the common property. If the significant structural element
is a large portion of the structure, it does not necessarily have to be novel.

62. A “recognized class of compound” means that each member of the class is expected to behave in
the same way in the context of the claimed invention. Each member could be substituted for the
other(s) and achieve the same intended result.

63. The criteria that alternatives be “of a similar nature” (have a common property or activity, and a
shared significant structural element) may also be applied to claims to nucleotides, peptides, and
proteins. See the discussion under examples 30 and 35-39 of the PCT Guidelines — Part Il Ch 10.



Examples 30 and 35-39, Part lll Chapter 10: PCT International Search and Preliminary Examination
Guidelines - WIPO

64. For Markush claims to chemical compounds, the existence of a compound or compounds falling
within the scope of a claim will not necessarily result in a unity objection. The Markush alternatives
may well still fulfil the requirements for “similar nature” noted above. In such cases, the anticipatory
compound(s) may be addressed under novelty.

International reports

65. The examiner should review the international reports when examining a PCT application which
has entered national phase in New Zealand. These reports are the International Search Report (ISR)
and International Preliminary Report on Patentability (IPRP) Chapter | and/or Il. Because IPONZ
follows the PCT Guidelines on unity, the examiner will tend to take the same position on unity as the
international authority.

66. However, the examiner may raise a unity objection, despite no objection by the international
authority, if the claims clearly lack unity in view of the documents available. For example: if there are
independent claims to A+B, B+C, and A+C.

67. Similarly, the examiner may not object to unity, despite a unity objection by the international
authority, if it is considered that an error has been made and the claims clearly relate to a single
invention. For example: if the independent claims are to A+B and A+C, and feature A is novel and
inventive over the cited art.

Assessing prior art
68. Unity is assessed in view of the prior art base as defined in section 8(1) only: art published or
made available before the priority date of the claims.

Section 8 (1): Patents Act 2013

Restricting examination

69. Where‘lack of unity has been identified, the examiner will only search the first numbered
invention, unless it is possible to search the other inventions without substantial additional time or
effort.

70. The examiner should appropriately advise the extent of searching and examination conducted in

the examination report.
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Clarity of the claims

Inconsistencdies
Antecedent basis

Implicit features

Vague, relative, or subjective terms

Functional terms

Optional features
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Terms such.as “about”, “approximately”, “essentially” or “substantially”

Numerical ranges

Position defining terms

Terms relating to the merits of the invention

Reference in the claims to trade marks or other documents

Reference numerals in the claims

Claim dependencies, claim numbering, single sentence

Technology-specific terminology

71. Section 39(2)(b) requires that the claim or claims must be clear and concise. The clarity of the

claims is important because it is the claims that define the scope of the invention. This informs the




reader what the scope of the monopoly is so that they can determine what would infringe the claim,
and what would not. Section 39(2)(b) was based on the UK 1977 Act section 14(5)(b).

72. Claims are to be given a purposive construction, as discussed in the construction section above.

Claims will lack clarity where the skilled person cannot determine their scope using purposive

construction. Some common examples of issues that can cause a lack of clarity are discussed below.

Inconsistencies
73. The scope of a claim should be clear when looking at each claim separately and when looking at

the claim set as a whole. There should not be any contradictions within a claim, or between claims

which refer to one another. If a feature is set at a specific value in a claim, then it cannot be a

contradictory value in another claim which refers to that feature.

74. If there is a contradiction between a dictionary meaning of a term given inithe specification and

its meaning to the person skilled in the art, this may cause a lack of clarity in the ¢laims.

Example: A dictionary style definition in the specification which defines the term “added” as

meaning “removed”. This is a fundamental inconsistency that cannot be reconciled by any

reasonable contextual considerations.

75. Dependent claims which refer to preceding elaims directed to differing subject matter are
normally clear as long as each of the dependencies are themselves.clear and there are no

inconsistencies when the claim set is considerediasa whole.

Example: Claim 7: An apparatus according to any one of claims 1-5, or a method according to

claim 6, wherein theaessel is an‘anaerobic.digester.

76. In this example, the apparatus and method elaims both require a vessel, which is specified in

claim 7. Claim 7 relatesito an apparatus. when it depends on claims 1-5, and relates to a method

when it depends from claim. 6t

Antecedent basis

77. Ifithe claim introduces a feature without clearly indicating what it refers to, the feature is said to

lack antecedent basis. To provide antecedent basis for a feature, when the feature is introduced for

the first time in the claims, it should be associated with the indefinite article “a” or “an”. When it is

later mentioned in the same claim or in a dependent claim, it should be referred to as “the”, or

sometimes “said”«This makes it clear that the dependent claim is referring to the same feature,

rather than a different feature.

Example: A bicycle comprising a frame and a rear suspension unit, wherein said frame is

manufactured from a carbon fibre composite material and the rear suspension unit is

manufactured from aluminium.

78. If a claim includes a feature that lacks antecedent basis, a clarity objection need not necessarily

be raised if the feature is implicit (see below).




Implicit features
79. If a feature recited in the claims is well-known and the invention lies in modifying it in certain

respects, it is sufficient that the claim clearly identifies the feature and specifies what is modified

and in what way. For instance, a claim to a "bicycle" does not need to mention the presence of

wheels. This is consistent with purposive construction: the skilled person reading the term “bicycle”

is familiar with bicycles and knows that the bicycle is required to have wheels.

Vague, relative, or subjective terms

80. Terms of a vague, relative or subjective nature should not be used if they create doubt as to the
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scope of the claim. For example, "high", "small", "hot", "pure",
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resistant”, “increasing”, “reducing”,

“improving”, etc. can in some cases be unclear. A "high" temperature can vanygreatly even within

the same art. In these cases, the term should be clarified by adding measurable parameters so that

the scope of the claim is clear. In contrast a “high-frequency (HF) amplifier” has a clear and
accepted meaning in the art. The exact frequency range would not need to be stated in this instance.

Functional terms

81. Functional terms in claims are considered with reference to purposive constrdction. A functional

definition or term is clear when the person skilled in the art can.determine the scope of the claim.

This includes where they know what features or materials can achieve the function, or where they

can determine function by performing routine tests. For@example, atefm such as “elastic material”

might indicate a group of materials to the skilled person.

Optional features

82. The claims are required to recite the essential features of the invention but can also recite

optional features. Optional féatures in the claims are usually preceded by expressions like

27N n.n "o nn non

“optionally”, "preferably", "with.preference", "most preferred", "for example", "such as", "more

n 2

particularly", “in particular?, “especially” or "forinstance". Optional features do not normally restrict

the claim and are normally consideredito be‘clear. Clarity issues may arise where there are

contradictions within the claim, or where there is doubt about whether a feature is limiting or not.

Similarly, excessive useof optienal features may result in a lack of conciseness.

83. Adlack of clarity can also kesult from a contradiction between an essential feature and the

optional feature. Forexample, the wording "the solution is heated up to between 65 and 85°C,

particularly to 90°C" is unclear because the temperature after the term "particularly" contradicts the

range before it. As another example, "a composition that includes an organic acid such as

hydrochloric acid'is unclear, as hydrochloric acid is a mineral acid rather than an organic acid.

84. Terms such as "and the like", "not limited to" and "etc." can result in a lack of clarity as to the

scope of the claim. These terms can introduce doubt as to whether the specified feature is essential

or what other feature might replace it.

»n

Terms such as “about”, “approximately”, “essentially” or “substantially”
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85. Terms such as "about", "approximately", “essentially” and "substantially" are in themselves

clear. However, they may cause a lack of clarity depending on how they are used in the claim.

86. By way of example, “a television having a substantially planar screen surface” is interpreted as

claiming the same technical feature as “a television having a flat screen surface”. Both expressions




are considered as claiming a television screen surface which the skilled person in the manufacturing

field would consider as being flat or planar. In contrast, the use of the term “substantially” in

expressions such as "wherein the second temperature is substantially higher" may be unclear if the

difference in temperature is required to determine the scope of the claims.

Numerical ranges
87. A range of values may be defined using terms such as “between” “from/to” “less than” “more

than” “up to and including”. The limits of the range should be clear to the skilled person, and this is

assessed purposively, on a case-by-case basis.

Position defining terms
88. Terms that deal with the position of features such as “back”, “front”, “inside", "end", "above",

"upwardly" should be considered as to whether they are clear. Relative position terms may be used

if the point of reference is implicitly or explicitly clear. The question‘as to whether such terms

introduce uncertainty into the claim must be decided upon the factsiof the case. Particular care is

needed, when for example, the location of a feature of the invention is défined by reference to

apparatus not forming part of the invention claimed or even by reference toe.a persen using the

invention.

Terms relating to the merits of the invention

89. The purpose of the claims is to define a product or process which is covered by the monopoly.

Adding statements about the merits of the invention or statements.of commercial advantage can

lead to a lack of clarity. This means subjective words such as “improved”, “novel”, “new” or “the

invention” can make the scope of the.claim unclear. However, statements of purpose are allowed if

they assist in defining the invention.

Reference in the claims to trade.marks or other documents

90. Claims referring t6 other documents or web pages generally lack clarity and conciseness. Such

claims are onerous forthe reader to read and understand.

91. Claims that referto.a technical or industry standard may be clear provided there is no ambiguity.

For example, where the standardhis reproduced in the specification, where the standard is identified

with @ specific version or edition number, or where the standard forms part of the common general
knowledge.

92. Trade marks merely indicate the origin of a substance or product, rather than their content or

composition. This.means they generally result in a lack of clarity and should only be used in a claim

where their use is unavoidable. For example, the use of the trade mark Velcro is avoidable, as the

term hook and loop fasteners can be used instead.!*!!

93. Trade marks may be clear when the person skilled in the art would know the content or

composition of the substance or product. For example, Tween80 is known to refer to polysorbate

80. Trade marks may also be clear when they relate to industry or technical standards, for example

Bluetooth and Wi-Fi. Some judgment may be exercised as to whether an objection is warranted. For

example, if the trade mark is used in relation to an optional feature or in a dependent claim, then an

objection may not be necessary. An objection to a trade mark in a claim can generally be resolved by




specifying the generic name of the product in brackets, provided this does not add matter, for

example Teflon (polytetrafluoroethylene).

Reference numerals in the claims

94. A claim may include numbers or letters in brackets that reference embodiments in the drawings.

For example, "a rotation means (4)", or "distillation column (7)". While these are not limiting on the

scope of the claims, the claims should be construed as including these embodiments in their

scope.?? Generally, these references help to clearly explain and define the claims. A clarity objection

will generally only arise if there is ambiguity in the references such as a contradiction in reference
numbering.

Claim dependencies, claim numbering, single sentence

95. A claim having more than one sentence is not clear in scope. This is because it can'be ambiguous

whether all the features contained in the separate sentences are te'be taken imicombination. To

avoid this, each claim should consist of a single sentence.

96. Claims should be numbered consecutively. This implies an ordento thexclaims. For this reason,

claims should not be dependent on claims later in the.claimset.

97. Punctuation is important for interpretation of'the claim. Punctuation or the lack of it can

sometimes cause a lack of clarity. For exampleja claimimissing a full step may indicate that the claim
is incomplete.

Technology-specific terminology

98. Amino acid or nucleic acid sequences defined by percent identity have a clear meaning to the

person skilled in the art and are clear.

99. Sequences defined_byspercent similarity should either identify or define the algorithm used to

calculate the percent similarity. While various algorithms are known in the art, the calculated

percentage will differ depending on thealgorithm used.

100. Sequences defined.by percent homology require a definition in the specification of how percent

homology is calculated. Homologyrefers to a shared evolutionary origin that does not have a

generally understoed numerical value.

101. Claims to perecent similarity or percent homology that are not limited to a specific algorithm or

that do not includea suitable definition will be objected to as the scope of the claims is unclear.

102. Where percentages are listed, the unit base should be stated where it is appropriate to do so.

For example, percent weight, percent volume. It will not be necessary to state the unit base in the

claim if the unit base will be clear when the claim is construed purposively in light of the

specification and examples.

103. Names that are used exclusively by the applicant and represent a private or internal name given

to a material or compound should not be used in the claims. The term should be replaced by an

expression known to all skilled persons who may need to determine the monopoly defined by these

claims.



104. Terms such as "metabolite", "prodrug" and "derivative" do have a variety of working

definitions. For example, a metabolite is considered to be a product derived from the metabolic

transformation of another compound. However, this definition does not identify what the actual

chemical compounds would be in a specific instance. The same point applies to the term 'prodrug'.

Unless the specification gives guidance to a person skilled in the art what the metabolites and

prodrugs are, then these terms will generally be considered to be unclear.

105. Regarding the term "derivative", the clarity of the term may depend on the context it is used.

An example of where the use of the term derivative would be unclear is "a compound of formula (1)

or a derivative thereof" where formula (1) is a Markush structure. In this context the "derivative"

would not necessarily fall within the scope of the Markush structure, the Markush structure is a

starting point from which the compound is derived. An example of a possibly clear use.of the term

"derivative" would be "a compound of formula (1) or an alkyl ester derivative thereof" where formula

(1) is a Markush structure with a carboxylic acid group.

Conciseness of the claims

e Conciseness of the individual claims

e Conciseness of the claim set

106. Section 39(2)(b) requires that the claim or claims.mustsbe both.clear and concise. Although

there is some overlap between the requirements of clarity and conciseness, the requirement of

conciseness should be appropriately assessedhin addition toclarity:

107. The requirement for the claims to be concise is for each individual claim as well as the claim set

as a whole.

108. An objection to a lack of conciseness should not be made only because the claims could have

been presented in a more concise form. In ChemoaCentryx, Inc. [2025] NZIPOPAT 11, duplicate sets of

dependent claims, each.dependent ona separate independent claim, was considered concise

although only one set of the dependent claims was necessary if rearranged to be dependent on both

the independent claims.!

Conciseness of individual claims

109. An individual elaim may lack conciseness if undue effort is required to determine its scope

because of excessive wordiness, repetition, and/or redundancy in the claim. An objection to a lack of

conciseness may be appropriate if a skilled person who has read and understood the disclosure

would require significant additional effort to determine what would infringe the claim, and what

would not.

Example: A lengthy claim with multiple features that are defined by overlapping optional

alternatives and preferences so that interpreting the claim requires significant effort to

separately construe each of an excessive number of possible combinations, and where the

number of combinations is not justified considering the nature of the invention disclosed.

Conciseness of the claim set

110. A claim set does not lack conciseness only because it contains a large number of claims. 4

There is no limit to the number of claims that may be included in a complete specification. However,




an excess claims fee may apply. Information on fees can be found on the Patent fees section of our

website.

111. Each claim in a claim set should have a different scope. If two or more claims are identical, then

one of them is unnecessary and an objection should be made that the claims are not concise. If two

or more claims are similar, the claims should be interpreted by presuming that redundancy between

the claims is not intended. An objection that the claims lack conciseness because they have the same

scope should only be made if the claims cannot be reasonably construed to be different in scope.

112. An objection should not be made only because the scope of claims overlap or because the

scope of one claim falls wholly within the scope of another.

113. An independent claim that includes all of the same features as another claim, where the claim

could instead be presented as a dependent claim, may lack concisenéss if it is unnecessarily

repetitive. An objection should only be made if the repetition is clearly excessive eonsidering the

nature of the invention and how the repetition contributes to the overalllength of the claims.

Example: Multiple independent device claims of a page or moreiin length that repeat all the

same features of the broadest claim and onlyadd minoroptional features and could more

appropriately be expressed in dependent claim form.

114. Many independent claims to similar subject matter may lack conciseness if the scope of

protection sought is obscured, or the.scope cannot be determinéd. If the claim set as a whole would

present significant difficulty for a skilled person who has read and understood the disclosure, an

objection to a lack of concisengss should be/made.

Example: An application with 23.independent claims each claiming various combinations of

shared featurest Due to the intermingled cembination of features, it is difficult to determine

the scope of each. claim and distinguishithem from each other. Therefore, a lack of

conciseness ebjection would be appropriate.

Enablement and Support

e Comparison to sufficiency

e " General.approach.during examination

115. The specification must disclose the invention in a manner that is clear enough and complete

enough for thednvention to be performed by a person skilled in the art (enablement; section

39(1)(a)); and the claims must be supported by the matter disclosed in the complete specification
[25]

(support; section 39(2)(c))

Section 39 (2)(c): Patents Act 2013 — New Zealand Legislation

116. In New Zealand, the requirements for support and enablement are closely associated with one

another.® The two grounds are effectively two sides of the same coin:

e The disclosure needs to enable the claim to be worked across its full range (enablement),
and




e The breadth of the claim must be commensurate with what the disclosure makes available
to the skilled person (support).?”

Comparison to sufficiency

117. In the UK, the questions of support and enablement are addressed together, under the
umbrella of “sufficiency”. In Biogen v Medeva (“Biogen”), the two requirements of support and
enablement (referred to as support and sufficiency in Biogen) were linked by the general legal
principle that the extent of the patent monopoly, as defined by the claims, should correspond to the
technical contribution to the art in order for it to be supported, or justified.82%!

118. A complete specification may be objected to as being insufficient underone.of the following

three types of insufficiency:

e C(Classical insufficiency. This is where the teaching of the spetification does not enable the
skilled person to perform the invention. In New Zealand, thisitype of insufficiency would
typically be raised under section 39(1)(a).

e |nsufficiency by ambiguity or uncertainty. This is where a skilled person does not know
whether they are working the invention. In New Zealandthis type of insufficiency could be
raised under either section 39(1)(a) orsection:39(2)(c).

e Insufficiency by claim broadness (sometimes.referred.to.as Biogen insufficiency). This is
where the claims are broader than what is justified by the disclosure. In New Zealand, this
type of insufficiency would typically be raised under section 39(2)(c).

General approach during examination
119. As enablement is also a requirement forsupport, this overlap can lead to uncertainty as to
which objection is appropriate in a given situation. The layout of section 39 provides useful guidance

to how to approach thisioverlap:

e Section 39(1) outlines the requirements for the complete specification. This indicates that
an objection under section 39(1)(a) should be raised where there is a deficiency with the
disclosure.

e Section 39(2) outlines the requirements for the claims. This indicates that an objection
under section 39(2)(c) should be raised where there is a deficiency with the claimed subject
matter.

120. This means that support issues will be raised under s39(2)(c) and will be directed to the claimed
subject matter. Enablement issues will be raised under s39(1)(a) and will be directed to the
disclosure (which can include the claims). Enablement issues will typically result in corresponding

support issues where that matter is also claimed.

121. In some instances, objections under both grounds may be appropriate where there is a
deficiency in both the disclosure and the claimed subject matter.

122. The decision of Pharmalink International Ltd v Pharmazen Ltd [2025] NZHC 2657 provides
guidance on applying support and enablement to a specific application.?® The decision considers




various features of the invention and discusses several different aspects of support and enablement

which are covered further in this guideline.

Enablement
123. Section 39(1)(a) requires that the complete specification must be clear and complete enough to

allow the claimed invention to be performed by the skilled person. To meet this requirement, the

complete specification must provide an enabling disclosure so that a person skilled in the art would

be able to work the invention across the full extent of the monopoly claimed. BY

124. Biogen v Medeva [1997] RPC 1 at 16 explained enablement as a disclosure such as to enable the
invention to be put into practice, i.e. to obtain without undue effort the appropriate range of

claimed items. Biogen further explained that speculative elements are not‘automatically bad, but

there is a question of degree that comes into it. This will depend on the facts of each case.??

Test for enablement
125. The test for enablement is set out in Kirin-Amgen v Hoechst Marion Roussel Ltd [2005] RPC 9
(“Kirin Amgen”) at paragraph 103 as:

e First identify the invention and decide whatit claims te.enable the person skilled in the art
to do;
e then one can ask whether the specification enables them to do4t.”*

126. In Eli Lilly v Human Genome Sciénces [2008] RPC 29, at paragraph 239, Kitchin J. gave the
following helpful principles when determining whether an application provided an enabling
disclosure:

i) the first'step is toidentify. the invention and that is to be done by reading and construing

the élaims;

ii) “in.the case of.a product claim that means making or otherwise obtaining the product;

iii) in the case of a process claim, it means working the process;

iv) sufficiency of the disclosure must be assessed on the basis of the specification as a

wholedncluding the description and the claims;

v) the disclosure is aimed at the skilled person who may use his common general

knowledge to supplement the information contained in the specification;

vi) the specification must be sufficient to allow the invention to be performed over the

whole scope of the claim;

vii) the specification must be sufficient to allow the invention to be so performed without
undue burden.%




127. What is required to meet the requirements for enabling disclosure will depend on the level of

disclosure, the technical field, and the common general knowledge of the skilled person. It is

generally expected that the specification should contain at least one example or way of performing

the invention. But there is nothing to say that it must disclose more than one way.?

128. For example, in Generics (UK) Limited and others v H Lundbeck A/S [2009] UKHL 12, [2009] RPC
13 (“Generics”), a product claim to a compound was sufficiently enabled by the disclosure of a single

method to make the compound.®

129. Conversely, in Schering Biotech’s Application [1993] RPC 249 (“Schering”), a single example was
not sufficient to enable a wider scope.?”! This was because it was not clear from the specification

which vectors falling within this scope would fulfil the purpose of the method and produce the

required result. Although some passages provided literal support, the specification did not enable

the full scope of the claims.

130. In Edward Hunia [2023] NZIPOPAT 14, theoretical analysis alone wassot sufficientto teach to
skilled person how to put the invention into effect.*® The&pecification solely relied on the skilled

person to know what is required to perform the invention. However, there weremo practical

instructions to establish the invention in the real world.

Support
e Requirements for support

e Regeneron Principles

131. S39(2)(c) requires that “the.claimror claims must be supported by the matter disclosed in the

complete specification”. Thisds intended to ensure.that the claims are consistent with the

description and to ensure that the claims arenot broader than is justified by the applicant’s
contribution to the art?

132. The claims form part.of the completesSpecification. This means that subject matter found in the

description and/or the claims of the original specification may be used to support the claims.

Requirements for support
133.For a claim tolbe supported by the matter disclosed as required by section 39(2)(c), the
following.criteria. mustibe.satisfied:

i) The disclosure of the specification needs to enable the claimed invention to be worked
across itsffull range, and

ii) The breadth of the claims must be commensurate with what the disclosure makes available.
[27]

134. Support is determined from the view of the skilled person. To determine whether these criteria

are met, the general approach is to:

e identify the invention by construing the relevant claims;

e compare the claimed invention with the matter disclosed in the complete specification; and




e determine whether, on the balance of probabilities, the invention defined in the claims is
supported by that disclosure, i.e. it satisfies the two criteria above.*”

135. The word ‘support’ means more than just a mere mention in the specification. It requires that

the disclosure supports the claimed monopoly across its entire width. However, the applicant is not

required to restrict the claims to the specific examples disclosed.

136. All essential technical features of the invention must form part of any independent claim. A lack

of support may arise if the claim lacks essential features.*"

Regeneron Principles
137. A useful guide for assessing support is set out in the eight principles in'lRegenéron which was

reframed in lllumina.”*?3 These principles are summarized below:

i) The requirements of support and enablement ensure that the scope ofithe claims matches
the contribution to the art.

ii) For product claims, the contribution to thef@rt is the skilled person’siability to make the
product itself.

iii) Patentees can choose how broadly.to frame thescope of their claims. However, they
cannot claim broader than what'the disclosure enables:

iv) Enablement means that the specification, along with the common general knowledge,
must provide enough'information to allow the skilled person to perform substantially all
embodimentsiwithin.the scope of the claims.

v) Claims that.cover embodiments which cannot be performed by the skilled person exceed
the contributionito the art.

vi). The.specification does not have to demonstrate that every embodiment within the scope
of the claimwworks. It may rely on a principle of general application if it reasonably enables
the scope of the claims.

vii) A claim will not lack support due to irrelevant factors. The requirement of support only
applies to relevant ranges within the claim. A relevant range refers to a variable that affects
how the invention works.“4143]

viii) Enablement requires more than just stating that a relevant range will have an intended
benefit. Rather, the disclosure must enable the skilled person to perform the invention. How
groundbreaking an invention may be does not alter this requirement.




Concepts relevant to both enablement and support

e Contribution to the art

e Plausibility
e Principle of general application

e Undue Burden
e Relevant date for enablement and support

e External sources

e The role of post-filed information in assessing enablement and support

e (Obvious modifications

138. The underlying purpose of support and enablement is the same. Namely to énsure that the

disclosure describes how to perform the invention and that the patent monopoly should be

commensurate with the contribution to the art.*®! While a claim may correspond to the disclosure, it

can still lack support if it encompasses subject matter which is not enabled, as theiinvention cannot

be performed without undue burden.?

139. The following sections outline concepts that can relate to both enablement and support.

Contribution to the art
140. The contribution to the art lies in what has beeniaddedito the state/of the art as a result of the
inventive concept. It is not synonymous with the inventive concept. Rather, it is an evaluation of the

inventive concept.

141. One way of determining an invention’s contribution to.the art is to determine what the

invention is, based on the disclosure, and themdetermine how far this has advanced the art.”*”

142. Claims lacking support may.exceéd the contribution to the art in several ways. The specification

may claim results which it does not enable. An example of this is claiming a wide class of products

when the specification.only enables the making of one product and does not disclose a principle of

general applicationaAnotheravay of exceeding the contribution is when achieving a claimed result

makes no yse of the invention:

143. For exampleyif an inventor discovered a way of making a new substance which is 10 times

harderthan diamond,.they cannot generally claim any substance which is 10 times harder than

diamond. They could claimthe specific new substance and the process for producing it. They cannot

claim any substance 10 times harder than diamond since they have not enabled an entire class of

substances. Instead, they have only enabled one member of this class.®!

Plausibility
144. Support and enablement must be apparent from the disclosure, with regard to the common

general knowledge of the skilled person. In the context of new therapeutic treatments, the UK

Supreme Court has framed this requirement as a plausibility requirement and has set out some

useful points for determining whether the plausibility requirement is met*?. These are summarized

below:



(ii)

(iii)

(iv)

(v)

(vi)

(vii)

The concept that a product is effective for the treatment of a condition must be
plausible.

It is not made plausible by a bare assertion that it might work.

A therapeutic effect may become plausible if the specification discloses reasonable

scientific grounds why it was worth trying. The disclosure of those grounds marks the

difference between a speculation and a contribution to the art.

While the disclosure does not need to definitively prove an assertion, the skilled person

must find reason within the disclosure to believe the assertiondrue.

This reasonable belief must be based on a direct effect @n a metabolic mechanism

associated with the disease which is either demonstrated in the specification or known

in the art.

The therapeutic effect does not need to be demenstrated by experimental data. It can

be demonstrated by theoretical reasoning. For example, the specification may point to a

property of the product or a general principle that would suggest it would work.

These points can be supplemented by the common general knowledge but still need to
be derivable from the specification.

145. The concept of plausibility is often relevantito speculative claiming of new medical uses.

However, plausibility applies across all patent applications to ensure that the invention is supported

by the disclosure.

Principle of general application

146. A “principle of generalapplication” relates to a broad claim that is enabled by a corresponding

broad contribution. Such.a claim is enabled if the skilled person can reasonably expect the invention

to work

with anything which falls\within the claim.

147. Most claims are generalisations of the inventive concept set out in the specification. The extent

of generalisation allowable is a matter which must be judged in each individual case.

148. An

Example.A specification illustrated the use of particular chemical compounds to treat a
disease. The claim referred to a broad class of compounds defined only by an agonist
function rather than their chemical structural identity. The claim also made further
statements about those agonists being active in the gastrointestinal tract to inhibit transport
of phosphate ions. This was found not to represent a principle of general application,

because the effect in the gastrointestinal tract had not been generally or plausibly shown

across the class of agonists.”

invention which can be applied practically to open up a new field may be claimed more

broadly

than one which is concerned with advances in a known technology.




149. Applicants do not need to demonstrate in the disclosure that every embodiment within the

scope of the claim has been tried, tested and proved to have been enabled. Applicants may rely

upon a principle of general application if it reasonably enables the whole range within the scope of

the claim to be performed.5Y

Undue Burden
150. Undue burden is where a person skilled in the art cannot perform the invention without

prolonged research, enquiry or experiment. This will be an issue where further inventiveness or

discovery is required to work the invention, such as where there are experimental uncertainties

leading to a lack of predictability.

151. Some non-inventive routine trial and error experimentation by a skilled personis

acceptable.PAB34 However, if to work the invention the skilled person must add something new

beyond their common general knowledge, then the specification isshot enabling.

152. When considering undue burden, examiners should consider the natudre of the invention and

the abilities of the skilled person. This includes the degreeto whichithey may normally carry out

routine trials and experimentation.

153. The knowledge and abilities of the person skilled in the art'will depend on the complexity of the

relevant art. The skilled person is not a personiof exceptiohal skill or knowledge. However, they must

have a reasonable degree of skill and common knowledge of the art and be able to use this to

conduct routine trials.>5%

Relevant date for enablement and support
154. The relevant date for assessing enablementiand Support is the filing date of the complete

specification.®® This is based on the discussion in Biogen, where the House of Lords held that

sufficiency is based ontthe specification at its filing date and not a later date, such as the publication
date.B”

155. In Biogen, the Court further applied the principles as set out in Exxon/Fuel oils [1994] EPOR 149
(“Exxon”) stating an insufficientiapplication could not become sufficient because of general
developments inthe state of the art after the filing date.*”

Externalssources

156. The complete specification may rely on external sources by referencing them in the complete

specification. This could include methods or materials described in other patent applications, journal

articles or other'sources, for example proprietary sources of the materials used in the invention.

However, if the content of these external sources is not available to the public, then the specification

will likely not meet the requirements of enablement and support.

The role of post-filed information in assessing enablement and support

157. Post-filed information can be any information pertaining to the complete specification, such as

a declaration, additional experimental data, or external publications provided or dated after the
filing date.

158. Post-filed information that does not relate to the state of the art or the teaching of the
complete specification at the filing date, cannot be relied upon to overcome an enablement issue.




This is because the requirement for enablement is assessed at the filing date, and defects in

enablement cannot be remedied by a new teaching only available after the filing date. For example,

information which teaches something not known from the specification at the filing date cannot

remedy a deficiency in enablement. However, information which confirms the teaching of the

specification can be used to illustrate that the specification was enabling at the filing date.

Obvious modifications

159. Applicants should be allowed to cover all obvious modifications, equivalents, and uses of what

they have described in detail. Thus, applicants should be allowed to draft broader claims when it is

reasonable to predict that all the variants covered by the claims have the properties or uses ascribed
to them in the body of the specification.

Part 4: Other Matters
e Section 39(3) — Developments or Additions in Complete Specifications

e Section 39(4) — Substances Found in Nature

e Seguence Listings

Section 39(3) - Developments or Additions in Complete Specifications
160. Section 39(3) allows an applicant to file@ complete.specificationpand include claims directed to

developments of, or additions to, the original.invention disclosed in.an earlier provisional or

convention application. This includes.déevelopments or additions for which the applicant would be
entitled to the grant of a separate patent under the Act.

161. This means that an applicant who files a provisional application or basic application may later

file a complete specification that expands upon the original disclosure. However, claims including

such developments or'additions are not entitled to the priority date of the provisional or basic

application because the.developments.or additions would not be supported by the matter disclosed

in the provisional erbasic application.

Section 39(4)- Substances Found.in Nature
162. Section 39(4).requires that any claim directed to a new substance must not be construed as

extending to that substance when it is found in nature. This purpose of this provision is so that the

monopoly of the invention does not extend to naturally occurring substances. Therefore, even if a

substance is newly discovered and claimed in a patent, the scope of the claims does not extend to
the substance when found in nature.

Examples: A claim directed to a newly discovered compound that had been isolated from a
plant. The scope of such a claim only encompasses the compound when isolated or
synthesized and does not encompass the compound when naturally occurring in the plant.

Example: A claim to a new mutation identified in a human protein. The scope of such a claim
only encompasses the mutation when isolated or synthesized and does not encompass the
mutation when naturally occurring within human beings.




Sequence listings
163. Sequence listings can either be provided as a ‘Sequence listing’ document or within the
complete specification document (typically after the drawings).

164. A separately filed ‘Sequence listing’ document is considered part of the complete specification

and is relevant for disclosure purposes under support and enablement.

165. While the Patents Act 2013 and Patents Regulations 2014 do not mention sequence listings,

IPONZ aligns with standard international practice under the Patent Cooperation Treaty. See rule 5.2

of the Regulation under the PCT, section 208 and Annex C of the administrative instructions under

the PCT, which treat sequence listings as being part of the description.

166. Sequence listing filed at WIPO for search purposes only do not form'part of the description of

the Treaty application and cannot be used for support and enablement for corresponding.national

phase applications.

Part 5: Common situations

e Claims-by-result

e Product-by-process claims

e Omnibus claims
e Reach-through claims

e Markush chemical structure elaims
e Antibodies
e Micro-organisms

Claims-by-result
167. A claim by resultis.a claimwhichhattempts to define the invention by a result to be achieved,

rather than the technical features that produce the result. A claim by result is only allowable if the

feature that is definedhby the result to be achieved cannot be more precisely defined without unduly

restricting theiscope of the claims.

168. Claims by result.should be clearly defined. Difficulties can arise in determining the full scope of
such claims'as they are directed to a class of products or processes that possess the specified

properties or features. If the skilled person cannot determine whether something does or does not

fall within the claim, then it is not clearly defined.

169. As with all claims, claims by result must be enabled and supported by the disclosure over the

entire scope of the claim. A claim will not be enabled and supported by the disclosure if it covers a

broad range of products, but the specification only explains how to make some products and does

not provide a general principle that applies to all. Similarly, a claim is not enabled and supported by

the disclosure if it covers every possible way to achieve a result but only teaches some ways, and

other ways could achieve the same result without using the invention.®

170. If a claim by result is allowable under section 39, the result is considered to be an essential

feature of the claim. The claim will not lack novelty unless the result is disclosed in the prior art base

or would be inevitably achieved by following the prior art disclosure.




171. An example of an allowable claim by result was discussed in No-Fume Ltd v Frank Pitchford Co

Ltd.” The patent was to an ashtray. The invention was that if you had certain relative sizes of the

components then the ashtray would be able to prevent the smoke from coming out of the ashtray.

In that patent the claim was formulated so that the physical dimensions of an ashtray were chosen

in order to produce the result of collecting the smoke coming off an object. It was decided that

claiming by a result was allowable in this case because the scope of the claim was difficult to define

in another way and the specification provided the means for achieving the results. As with all claims

a skilled person must be able to determine if they infringe the claims or not without undue burden.

172. An example of an objectionable claim by result was discussed in Lundbeck A/S v Generics (UK)
Ltd [2008] EWCA Civ 311 (“Lundbeck”) at [61] where is was said that if a mandfound a new way to
make a new substance which is 10 times harder than diamond, he woulddbe able toclaim the new

method and the new substance but would not be allowed to claim "aSubstance which'iss10 times
harder than diamond".!8!

Product-by-process claims
173. A product-by-process claim is a claim defined by a pfocess used to make the product, rather

than by the material characteristics of the product, sueh as the structure, compasition, physical or

chemical properties, or other testable characteristics and/or parameters. Some examples of the

form of a product-by-process claim are:

i) "a product obtained by the process of claim x",
i) "a product obtainable by thesmethod of claim x";
iii) "a product made by the stéps of...", or

iv) “a product formed by way of a method.accordingto claim x”.

174. A product-by-process claim is construedias a claim directed to the product, having material

characteristics imparted to it.by thé process. Thexprocess will only limit the product if it imparts a

material difference onthe product.

175. This is irrespective of specific terms used to describe the process. For example, whether the

process is described in‘active terms such as “obtained” or inactive terms such as “obtainable”. This

means that products produced by different processes that have the same material characteristics

will anticipate a product-by:process claim.

176. Kirin-Amgen Ine v Hoechst Marion Roussel Ltd [2005] RPC 9 at paragraphs 89-90 discusses how
article 64(2) of the EPC allows a patentee to rely directly on a process claim to allege infringement of

products made by a process.!®® Section 18(2)(b) is a similar provision that extends protection of a

process claim to products obtained by that process. This means that a product-by-process claim

would only be allowed where there is no other practical way of claiming the product.

177. Therefore, examiners will generally object to product-by-process claims under clarity on the

basis that it is unclear what features the method imparts onto the resulting product. However,

where a new product cannot be satisfactorily defined in terms of its structure, composition, physical

or chemical properties, or other testable characteristics or parameters, then the product-by-process

claim may be the only way to clearly define the product.




178. Product-by-process claims can be difficult to identify so care should be taken when assessing

claims. For example, a claim directed to “a product comprising features A and B, where feature A is

treated in an oven” is a product-by-process claim.

179. Product-by-process claims will lack conciseness when the application has another claim

directed to the same product that cannot be reasonably construed to be different in scope.

Conciseness is discussed in more detail above.

Conciseness of the claim set

Example:

Claim 1: A compound of formula (l).

Claim 2: A method of producing the compound according to claim 1 comprising a step of
reacting intermediates A and B together.

Claim 3: A product produced according to the method of claim 2.

In this scenario, claim 2 is directed to a method of makingia compound with the features of
formula (). Claim 3 is directed to a compound produced by the method of claim 2, i.e. a
compound with the features of formula(1). This results in claims 1 and 3 being directed to the
compound with identical features. Such claims will thereforesbe objected to since the product
can be more clearly defined by@xplicitly referring to thexcompound of formula (), as
demonstrated by claim 1.

180. Product-by-process claims may also lack suppert if the process used to produce the product is
not supported.

Omnibus claims
181. An omnibus claim refers to the description, examples or drawings to define its scope, rather

than reciting technical.features. For example: "A device substantially as described herein with

reference to the figures” er “A'cempound substantially as herein described with reference to the

examples". Omnibus claims may also be drafted as dependent claims (see paragraph 186).

182. Omnibusiclaims are:not prohibited by either the Act or Regulations. Therefore, claims of this
format should be examined using the same criteria as for any other claims, and as long as they

comply with the Act and Regulations, examiners should not object to the presence of these claims.

This differs from international practice which generally considers omnibus claims to be unclear,

except in rare circumstances where they are the only means of clearly and concisely defining the

technical features of an invention.

183. When other claims are required to be restricted to overcome objections, such as lack of

support, lack of unity, lack of novelty, and lack of inventive step, omnibus claims may likewise

require restriction.® For example, an independent omnibus claim may lack unity of invention with

other independent claims if it does not necessarily include a common or corresponding special

technical feature of the other independent claims.




184. Where the omnibus claim refers to "substantially as herein described" or similar wording where

there is no further restriction, there is no restriction to an embodiment, and it will be construed as

wide as the disclosure of the specification and would include any prior art mentioned in the

specification relating to that claim category. When examining omnibus claims, care should be taken

to ensure that prior art examples disclosed in the description, examples or drawings are not also

being claimed. For example, any compound as herein described.

185. Claims directed to "any invention as disclosed herein" or similar variations do not clearly define

the scope of the invention and should be objected to for lack of clarity. For example, the invention as

disclosed herein.

186. An omnibus claim that depends on an earlier claim is limited to the technical features of the

claim on which it depends as well as to the examples or drawings to which'it.refers. Forexample,

"An apparatus of claim 1 substantially as herein described with reference to the.figures and/or
examples".

187. Omnibus claims should be carefully worded to ensure that they.are clear, unambiguous, and

unified with other claims.

Reach-through claims
188. Reach-through claims are where the claims.are directed to matterawhich the invention acts

upon but is not produced or changed by the invention. Reach-through claims have been likened to

an invention of a new pair of binoculars:and thensclaiming any.object that can be seen through the

binoculars.

189. A common form of reach-through claims is wheréthe invention is a method of identifying a

substance and then claiming the substance identified by the method (e.g. "Compound X when

identified by method X"). Aisubstarce (either knewn or unknown) is not made new merely due to

how it was identified.

190. Reach-through elaims will lack clarity' where a person reading the claim cannot work out what

the scope of the claim'is:

191. Reach-through claims will lack support and enablement where they extend beyond the

applicant's.contribution.tothe art. There is no New Zealand case law that relates specifically to

reach-through claims, however, there is a consensus in major jurisdictions that such claims are not

allowable as their scope extends beyond what has been disclosed in the description.

192. For example, a reach-through claim may attempt to cover any substance that is identified by a

screening method. The description may enable the skilled person to isolate and characterize only a

few specific substances. In that case the claim would extend beyond the applicant's contribution to

the art.

193. Reach-through claims directed to products identified by a method will lack novelty if any of the

products are already known. Where a method of identifying a substance is novel and inventive the

claims to the method are allowable per se. However, a known substance is not made new merely

due to a new way to identify it.




Markush chemical structure claims

e (Claim construction — variables and optional features

e Assessment of support

e Functional terms in Markush chemical structure claims

194. Inventions related to a class of chemicals based upon specific experimental data which is later

generalised into a chemical structural formula are conveniently represented as a Markush chemical

structure in patent claims. Markush chemical structure claims depict a chemical structure in which

some positions in the structure can have variable groups. The positions which are variable are

denoted with alphanumerical characters. A common notation is to use the letter R (R1, R2, etc.), so

the variables are sometimes collectively called “R groups”. The characters mustibe distinct from

those normally used to denote chemical elements. For example, the capital letter “N”»normally

denotes nitrogen so cannot be used to denote a variable. Each variablé should.then be'defined in

the claim, or in a preceding claim from which the claim depends.

Claim construction — variables and optional features

195. Variables are technical features which are commono all compounds which fallh within the

scope of the claim and are defined using closed lists.£«Markush.chemical structure claims can also

recite optional features e.g. optional substituents; counterions, or solvates. Because their presence

is optional, they do not need to be defined inadimiting. way in the claimé{ However, if the claim

mentions optional features, the skilled person should be able to understand what this means, for

example by referring to definitions in the specification.. If the.spetification defines the optional

features in a non-limiting way, this.does notiautomaticallyymeanthe claim is unclear. If the applicant

has set out what types of moieties they.contemplate for the optional features for the claim, the

skilled person is then able totunderstand what thexapplicant means by the words they have used in

the claims.™?

196. While a Markush chemical structure claim defines a class of compounds, it is not considered to

represent a disclosure of each/and everyacdmpound within the class.®” The specification usually

describes how to make a number of example compounds and test their biological activity. The

applicant extrapolates torother chemical moieties based on their similarities to groups that have

beenspecifically made and tested. However, if the extrapolation is not based on a reasonable

prediction, the claimmmay be unreasonably broader than the contribution to the art and therefore
lack support.

Assessment of support

197. Support is assessed using the same principles as for any other claim type: that is, the disclosure

needs to enable the claim to be worked across its full range, and the breadth of the claim must be

commensurate with what the disclosure makes available to the skilled person. For the first

requirement, the body of the specification must provide sufficient information to enable the person

skilled in the art to make substantially all compounds falling within the scope of the claims. For the

second requirement, the class of compounds must be such that the person skilled in the art would

have a reasonable expectation that all of the class members will behave in the same way in the

context of the specification.




198. For a Markush claim to a new class of compounds, support will generally extend to terms such

as ‘salts’, ‘stereocisomers’, ‘polymorphs’, and ‘solvates’. These are products that the skilled person,

using the new knowledge provided by the specification and the common general knowledge in the

art, would be able to prepare by routine methods. Variation in these terms is not generally expected

to impact the structure-activity relationship on which the reasonable prediction is based. Therefore,

the skilled person can reasonably expect that these products will behave as described in the

specification. While the number of these additional products is potentially large that does not

detract from the routine nature of such experimentation. Such claims are supported if the additional

products are clearly encompassed by the inventive concept and the contribution to the art.

199. If the variation in the claim represented by the variables and/or their optional substituents is

too broad, the claim may encompass compounds which do not share thef@ctivity of the exemplified

compounds, and the claim will lack support. The question of whetherthe claim scope represents a

principle of general application is assessed on a case-by-case basis:

Functional terms in Markush chemical structure claims

200. Functional terms can be used in Markush chemical structure claims, previded4he person skilled

in the art will clearly understand the meaning and scope of these terms.

201. The terms “protecting group” and “leaving group” have a clearly understood meaning in organic

chemistry. These terms will be clear to the person skilled in the art, provided that the specification

provides some guidance as to suitable examples of protecting groups or leaving groups.!®*

203. The terms “metabolite", "prodrug" and\'derivative" are sometimes used in Markush chemical

structure claims. These terms are also discussed in relation to clarity above.

204. The term “linker” is used to denote a multivalent group which can join parts of a Markush

chemical structure. Whether the linker needs toibe defined in a structural way in the claim will

depend on the contribution to the art. In some cases, it may be appropriate for the claim to recite

only a “linker” (i.e2a functional term). In that case, the specification should still provide some

guidance as to suitable.examples of linkers.

Antibodies
e Example 1: Antibodies that bind a known target or epitope

e Example2: Antibodies that bind a new target or epitope

e Example 3:'/Antibodies defined by functional features or testable parameters

e Other antibody considerations

e Other binding molecules

205. The binding properties of antibodies are widely understood to be due to the precise structure

of the binding region. For a “classic” antibody this will typically require all six complementary-

determining regions (CDRs) on the heavy and light chain to be defined.

206. As with all inventions, it is important to consider the contribution of the art, as the scope of the

claims must be commensurate with the contribution to the art. See below for some common

examples of contributions for antibodies.




Example 1: Antibodies that bind a known target or epitope
207. A common contribution is generating a new antibody to a known target or epitope. This will

typically require all six CDRs to be supported by the contribution. Where all six CDRs are not defined

in the claim, this will typically be objected to as lacking essential features.

Some examples of claims that do not define all six CDRs include:

e (Claims that define less than six CDRs,

e (Claims that combine multiple structurally unrelated CDRs; and

e (Claims that include structural variation within the CDRs.

208. An exception to this is where a broader scope is enabled by the contribUtionaFor example, by

disclosing specific variation that retains the binding properties of the antibody, this may support a

claim to that specific variation.

Example 2: Antibodies that bind a new target or epitope

209. If the contribution to the art is in the new target or epitope that the antibody binds, the claims

may not require a structural definition of the binding region.

210. This will generally require the new target or gpitope to be a.principle of general application.

Typically, this will require an enabling disclosure of how to.create antibodies against the target or

epitope and disclosure of what effect binding to that target or epitope will have.

Example 3: Antibodies defined by functional features or.testable parameters
211. Antibodies can also have a contribution'in a functional\feature or testable parameter such as
the binding affinity of the antibody.

212. This will generally require the functional feature or testable parameter to be a principle of

general application. Typically, this will require an enabling disclosure of how to create antibodies

that will plausibly have'the functional featuré or testable parameter and disclosure of what effect

that feature or parameter will result in.

Other antibody considerations

213. Claims directed to multiple antibodies will require consideration under unity as set out

elsewhere in this guideline..Markush practice may be applicable to antibody claims. Typically, the

binding region wilhbe relevant when assessing the significant structural element.

214. Claims that refer to CDRs within a larger sequence should either define the numbering scheme

(e.g. Kabat, Chothia or IMGT) or identify the specific residues within the larger sequence. Claims that

lack either definition are not adequately defined and will be objected to as lacking clarity.

Other binding molecules
215. Besides “classic” antibodies, there are numerous other types of binding molecules. These are

assessed in a similar way to antibodies. However, consideration should be given to the relevant

structure of the binding molecule.

216. Some examples of other binding molecules include antigen binding fragments (Fabs), single-

chain antibodies (scFvs), single-domain antibodies (sdAbs), heavy-chain only antibodies (camelid or

shark antibodies), T-cell receptors (TCRs) and chimeric antigen receptors (CARs).




Micro-organisms
217. When an invention relates to a micro-organism, or when the invention involves the use,

modification or cultivation of a micro-organism, the complete specification needs to meet the

deposit requirements under section 43 to comply with enablement and best method requirements.

218. If the deposit requirements are not met, this will typically result in objections under support,

enablement and best method. Further information can be found in our guideline on Section 43:

Deposit requirements for micro-organisms.

Section 43: Deposit requirements for micro-organisms

&
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