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Disclaimer

The information contained within this presentation is
provided free of charge for information purposes only;
it does not constitute legal advice and should not be
relied on as such. No responsibility for the accuracy
and/or correctness of the information and commentary
set out in the presentation, or for any consequences of
relying on it, is assumed or accepted by any member
of Chambers or by Chambers as a whole.
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IP Cases: Chemistry Flavour

• Drafting – Edwards Lifesciences1

• Priority & Disclosure – Icescape2

• Obviousness – Actavis v ICOS3

• Arrow Direction – Glaxo v Vectura4
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Edwards Lifesciences v Boston Scientific

Claim:
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Edwards Lifesciences v Boston Scientific

Claim:
’254 – ‘bunched up’
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Edwards Lifesciences v Boston Scientific

Claim:
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Edwards Lifesciences v Boston Scientific

Prior Art - Thornton
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Edwards Lifesciences v Boston Scientific

Claim:

Court of Appeal, 28 March 2018, Floyd LJ:
‘49…the requirement for a sac in claim 1 is not so broad as to encompass any cavity…the term 
“sac”…means a bag-like cavity providing a substantial degree of enclosure’.

‘50…one would not get the idea of a sac forming a seal in the deployed configuration from Thornton’.

Claim 1 of ’766 was valid
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Icescape Ltd v Ice-World International BV

Winter 2003/2004 - prior use Belgium, Netherlands, 
Germany and Portugal.
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Icescape Ltd v Ice-World International BV

’755

Court of Appeal 10 October 2018
Lord Kitchin:
• Joint elements (70) – novel & inventive feature

- Enabled folding of the unit

• Skilled person  appreciate 2 x figure 6 to   width 
BUT No express or implicit disclosure of:
- two joined together OR 
- features A, D or E of Claim 1

• Claim to priority must fail.

 Common ground use prior to date of application.

’755 Patent Invalid
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Actavis v Icos

http://www.hardwicke.co.uk/
http://www.hardwicke.co.uk/
http://www.twitter.com/hardwickelaw
https://www.google.co.uk/maps/place/London+WC2A+3SB/@51.5160786,-0.114498,17z/data=!3m1!4b1!4m5!3m4!1s0x48761b4b4364ec3f:0xc99fbd022b845732!8m2!3d51.5160198!4d-0.1124534?hl=en


18hardwicke.co.uk @hardwickelaw||© Hardwicke, Hardwicke Building, New Square, Lincoln’s Inn, London WC2A 3SB

Actavis v Icos

Amended 25.03.15 in the IPO
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Actavis v Icos

Amended 25.03.15 in the IPO

’181 Claims:
1. A pharmaceutical unit dosage 
composition comprising 1 to 5mg 
of a compound having the structural 
formula:

7. The dosage form of claim 6 wherein 
the condition is a sexual dysfunction.

10. Use of a unit dose containing 1 to 
5mg of a compound having the structure…
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Actavis v Icos

Prior Art - Daugan

Obviousness:
- Inventive step – not obvious to a skilled person 

having regard to the state of the art 

Daugan discloses:
- the idea of using PDE5 inhibitors for ED
- 2 compounds (A + B).  A = tadalafil
- Example of 50mg dose tablet
- Doses of A + B – 0.5 to 800mg per day
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Actavis v Icos

Prior Art - Daugan

Before Birss J.
C contended ’181 claims are obvious over Daugan:
- Dose ranging studies to find minimal effective dose
- 5mg dose would be obvious

D contended ’181 claims not obvious over Daugan:
- Dose as low as 5mg
- Advantages of efficacy and low side effects
- Skilled team embarking on clinical project would have:

- No reasonable prospect of success as to outcome 
- No reasonable basis for 5mg dose being efficacious
- No reasonable basis for its benefits
- Used higher doses for Phase II trials

Claims 1, 3-11 - Valid and infringed
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Actavis v Icos
Court of Appeal, 1 November 2017, Kitchin L.J.:
• Pozzoli – requires the identification of the difference between the disclosure of the prior 

art and the claims in issue:

- Claim 1 – Daugan does not disclose a tablet containing 5mg of tadalafil.
- Claims 7 and 10 – Daugan does not disclose 5mg daily dose of tadalafil or that such a 

dose is an effective treatment for sexual dysfunction.

• MedImmune – court must have regard to all the circumstances of the case when asking: 
was it obvious to the skilled but unimaginative addressee in light of the prior art 
and the common general knowledge to make a product…failing within the claim?

• Generics v Novartis – CoA gave guidance as to relevance of whether a particular route 
was obvious to try and skilled team’s expectation of success.

 Claim 1 - entirely obvious in light of Daughan.

 Claims 7 and 10 - obvious - ‘the claimed invention lies at the end of the familiar path 
through the routine pre-clinical and clinical trials’ process’.

Appeal to Supreme Court
Heard 19-20 November 2018
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Glaxo Group v Vectura Ltd

Ellipta (inhalation)

• Asthma and COPD

• Vectura 5 patents, more to follow

• GSK – commercial uncertainty:

• Seek Arrow Declaration

http://www.hardwicke.co.uk/
http://www.hardwicke.co.uk/
http://www.twitter.com/hardwickelaw
https://www.google.co.uk/maps/place/London+WC2A+3SB/@51.5160786,-0.114498,17z/data=!3m1!4b1!4m5!3m4!1s0x48761b4b4364ec3f:0xc99fbd022b845732!8m2!3d51.5160198!4d-0.1124534?hl=en


24hardwicke.co.uk @hardwickelaw||© Hardwicke, Hardwicke Building, New Square, Lincoln’s Inn, London WC2A 3SB

Glaxo Group v Vectura Ltd

Ellipta (inhalation)

• Arrow Declaration being sought by GSK:

(a) [GSK’s] Processes, namely a process in which 

(i) lactose monohydrate and magnesium stearate are first blended 
together to produce a lactose/magnesium stearate pre-blend (“pre-
blend”),

(ii) micronized active ingredient combined with a portion of the Pre-Blend 
is then sieved to de-lump the active ingredient, and

(iii) the remaining Pre-Blend is added and the whole batch further blended 
to produce an homogeneous blend, was obvious as of 30 November 
2000 or at any date thereafter, and
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Glaxo Group v Vectura Ltd

Ellipta (inhalation)

• Arrow Declaration being sought by GSK:

(b) [GSK’s] Products insofar as they are the direct products of [GSK’s] 
Processes (and save for the active ingredient therein, were obvious as 
of 30 November 2000 or at any date thereafter.

Court of Appeal June 2018 – reversed decision of HHJ Hacon to strike out Arrow Declaration

High Court Trial – listed for ca. 19 November 2018
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IP Cases: Chemistry Flavour
• Drafting – Edwards Lifesciences1

Choice of words is very important

• Priority & Disclosure – Icescape2

Disclose invention in priority document

Prior use could invalidate the patent application if priority is lost

• Obviousness – Actavis v ICOS3

Test for inventive step

• Arrow Direction – Glaxo v Vectura4

May provide commercial certainty
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Thank you! Any questions?

robert.whittock@hardwicke.co.uk
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