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V. Appeal CASE PENDING AT FEDERAL PATENT COURT

2025-09-03

Reference document
Country: DE
Number 602012024126

DE R039 L: IP right review REVOCATION ACTION FILED

request

2025-09-03

Reference document
Country: DE
Number: 602012024126

V: Appeal CLAIM OR COUNTERCLAIM FOR REVOCATION BEFORE THE COURT (SECT. 72

PATENTS ACT1977)

3722

X+ Espacenet(search keyword: EP2797622B1), OtLSH

1. https://www.legal500.com/guides/legal-landscapes/germany-patent-litigation/
2. https://www.legal500.com/guides/legal-landscapes/germany-patent-litigation/

2025-09-03

Further information

CLAIM LODGED; CLAIM FOR
REVOCATION LODGED AT THE
PATENTS COURT ON 18T AUGUST)
2025 (HP-2025-000041)
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US 11,952,600

A modified PH20 polypeptide comprising an amino acid
sequence, wherein:

(@) at least 95% of the residues of the amino acid sequence
of the modified PH20 polypeptide are identical to the
residues in an amino acid sequence selected from the
group consisting of SEQ ID NOs: 3 and 32-66 when the

sequence of the modified PH20 polypeptide is aligned at
positions corresponding to the sequence selected from the
group consisting of SEQ ID NOs: 3 and 32-66 to maximize
identical residues, and wherein terminal gaps are treated
as non-identical; and
(b) the amino acid sequence of the modified PH20
polypeptide comprises an amino acid modification at a
position corresponding to position 320 with reference to
amino acid positions set forth in SEQ ID NO: 3; and
(¢) the modification at position 320 is a replacement
selected from among H, K, R and S.

7Y 1
(Main Claim)

%

=1in]
Xt2: Google Patent, OHtE2

013 LA PGR F X% S8} 1Y S

£33 3.2025.12.05 7|2 % 3¢ 0= 2AYTQ! PGR Y

EP 2,797,622
A modified PH20 polypeptide, comprising an amino acid
replacement in an unmodified PH20 polypeptide, wherein:
the unmodified PH20 polypeptide consists of the sequence
of amino acids set forth in any of SEQ ID NOS: 3, 7 or 32-
66,
the amino acid replacement is at an amino acid position
corresponding to a position 10, 12, 20, 22, 26, 34, 36, 46,
50, 52, 58, 68, 70, 74, 82, 83, 84, 86, 97, 127, 138, 142, 143,
144,166, 169, 174,193, 195, 196, 204, 205, 206, 213, 234,
237, 238, 240, 249, 261, 267, 277, 279, 291, 309, 310, 314,
315, 317, 318, 347, 367, 375, 376, 399, 401, 407, 416, 419,
421,431, 433, 439, 440, 443 or 445 with reference to
amino acid positions set forth in SEQ ID NO:3, with the
proviso that if the modified PH20 polypeptide includes only
a single amino acid replacement, the replacement does not
correspond to amino acid replacements V12A or E249Q
with reference to amino acid positions set forth in SEQ ID
NO:3; (0|0t 52

=Y VME B 271 EH S

Proceeding Filing Date

Proceeding # Patent # Proceeding Status -

PGR2025-00087 12371685 Pending 11-10-2025
PGR2025-00052 12264345 Trial Instituted 06-27-2025
PGR2025-00053 12195773 Trial Instituted 06-06-2025
PGR2025-00050 12077791 Trial Instituted 05-07-2025
PGR2025-00046 12091692 Trial Instituted 04-29-2025
PGR2025-00042 12037618 Trial Instituted 04-15-2025
PGR2025-00039 12104185 Trial Instituted 03-28-2025
PGR2025-00033 12049652 Trial Instituted 03-07-2025
PGR2025-00024 12060590 Trial Instituted 02-21-2025
PGR2025-00030 12054758 Trial Instituted 02-04-2025
PGR2025-00017 12110520 Trial Instituted 01-17-2025
PGR2025-00009 12123035 Trial Instituted 12-27-2024
PGR2025-00006 12152262 Trial Instituted 12-10-2024
PGR2025-00004 12018298 Trial Instituted 11-26-2024
PGR2025-00003 11952500 Trizl Instituted 11-12-2024

Xt: PTAB Search, OtL5H
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75t EL Hg W gl
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TH 5, g2oM 7t PY(PI, preliminary injunction) Y

Obtaining Pls

It usually takes around one to two months to obtain a court ruling on a Pl application. However, in cases of genuine urgency, courts

can grant Pls within a matter of days.

Pls are rarely granted in patent actions, as in most cases the court will determine that damages would be an adeguate remedy for

the applicant. The court may instead order an expedited trial. The most common situation in which Pls are granted is when a

generic pharmaceutical company enters the market, for the reasons outlined above. Where these factors appear to be evenly

balanced, the court is likely to preserve the status quo—for example, by determining which companies remain on the market

(Neurim Pharmaceuticals (1991) Ltd v Generics UK Ltd (t/a Mylan) [2020] EWCA Civ 793).

In relation to standard essential patents, the court will likely find that the patentee’s losses, ie the loss of FRAND royalties under the
patent, are quantifiable and therefore damages are adequate (IPCom v Xigomi [2019] EWHC 3074 (Pat)).

Xt&: TaylorWessing, OtLtE-H

S 6. TYA0IM THHE YIS A SH2 QuY BY 22

Validity of the patent: French judges conduct a prima facie assessment of patent validity during preliminary injunction

proceedings. A foreign or European Patent Office (EPO) decision upholding the validity of the patent will be taken into

consideration, however such a decision will not be sufficient to establish that the patent is prima facie valid. French judges will

make their own assessment, with a fairly detailed review of the legal and technical merits of the invalidity challenge(s), and may

consider that there are serious invalidity grounds even if the patent has been maintained after opposition proceedings at the EPO.

On the other hand, if the patent has been revoked by a non-final EPO opposition decision, this will almost inevitably lead to the Pl

application being rejected. EPO revocation decisions against a parent patent or divisional may also be deemed as creating

serious doubts on the validity of patents and can lead to the Pl application being rejected.

X}2: TaylorWessing, OHLtEH

3. https://www_.taylorwessing.com/en/insights-and-events/insights/2025/11/part-nine-preliminary-injunctions-in-the-uk
4. https://www_ taylorwessing.com/en/insights-and-events/insights/2025/10/part-five-preliminary-injunctions-in-france
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21,849
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1,020

Z: Clobal Data@t Merck®] Financial Report 4 EPQF S OFE H|FL FLO| HA|E|X| Ot Merck®| Pharmaceutical X|HE
OHS3H EP U S 917 4 HISE 3

Xt Global Data, Merck 3Q25 Financial Report, OtLHEH

£ H 8. Merck9| pharmaceutical 2|9Y 0iZ (3Q25 £33 7I1&)

=7t
us
Europe
Japan
Latin America
Asia Pacific (CN, JP 2])
China
Eastern Europe/Middle East/Africa
Canada

Other

bl &
59.50%
17.60%
4.50%
4.47%
4.01%
3.35%
2.89%
0.91%

2.70%

S 9. SUAY(HUK) U 2718 Y9 57h= Q1 (2025 %)

21 24(%)
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69,551,332
66,650,804
59,146,260
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bl E
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11.4%

9.2%

Z1: 3Q25 Merck Financial Report & Europel QA= 277121 F=2 ZEafet
220 Merck®] TH| OiZ0M 7|ERCH OfZ0| XHX|OH= H|&2 OF 53.8%(3Q25 +H

71%)

X}2: 3Q25 Merck Financial Report, OHLtZH

Z: Merck Financial Report & “Europe”Q.2 3% 27120+ &9f j2(F 2871=)

Xt2: Worldometer, OHLtEH
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