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These materials are prepared solely for educational and information
purposes to contribute to the understanding of Chinese patent practice.
These materials reflect only the personal views of the author and do not
reflect the position of China Patent Agent (HK) Ltd.. China Patent
Agent (HK) Ltd. and the author are not bound to the comments
expressed in these materials. While every attempt was made to insure
that these materials are accurate, errors or omissions may be
contained therein, for which any liability is disclaimed.
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Patent prosecution, litigation, new drug application and academic
publishing should be harmonized

Doctrine of estoppels is becoming stricter
“Internationalization” issue in patent strategy

High requirements for experimental data in biotech inventions
Be careful of “unclear” terms

How to prepare an Invention Disclosure
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Description of bio-inventions at different situations shall be consistent
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It's quite common to disclose bio-inventions several times. If the descriptions
at different situations are inconsistent, problems may arise.

Patent specification; reply to office action; observations in patent invalidation
Observations in litigation

New drug application submitted to SFDA; drug specification

Academic articles

Data and statements in other patents of the same company
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New drug application material might become unfavorable evidence
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m  ELiLily V. Jiangsu Haosen Pharmaceutical (Supreme Court (2002) MSZ
No.8)

m The patent of Eli Lilly relates to the preparation process of a “new product’
gemcitabine hydrochloride. The preparation process as provided by Haosen
to the court was different with the patent. The court found upon ordering a file
from SFDA that the process provided to the court was inconsistent with the
new drug application materials and thereby made an unfavorable judgment.
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Inconsistent description in articles may lead to invalidation of patent

n BHEEZRFHLHLAEEREMNE, 326 F.3d 1226 (F.C.2003)
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m Bristol-Myers Squibb Co. V. Rhone-Poulenc Rorer Inc., 326 F.3d 1226 (Fed.
Cir. 2003)

m The inventors stated that the method "could be successfully achieved only
with specific protecting groups and under unique reaction conditions”.

m  French and corresponding US patent applications do not contain the two
limitations described in article.

m  The US court found patent unenforceable for inequitable conduct.



AL THRGAETA TEEATLASASF

Other patents of the company may be used to object to this patent
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m  Hubei Wushi Pharmaceutical V. O Connaught (China) Pharmaceutical (Supreme
Court (2009) MTZ No.20)

m  The patent of O Connaught relates to a medicament for preventing calcium
deficiency, comprising glutamine or glutamate. The oral liquid of Wushi comprises
lysine hydrochloride. O Connaught alleged by citing an official document of SFDA
that lysine hydrochloride may be used to replace glutamate, which are equivalent.

m The court found in another patent of O Connaught that it was demonstrated by test
data that replacement of glutamate by lysine hydrochloride produces unexpected
effects and thereby ruled that the two features were not equivalent.
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Prior statement in the litigation may lead to failure
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Kunming Pharmaceutical Group V. Kunming Longjin Pharmaceutical (Yunnan
High Court (2003) YGMSZ No0.48)

Kunming Pharmaceutical’'s patent recites the injection comprises 5-30 wt% of
Breviscapine salt. The injection of Longjin comprises 43 wt% of Breviscapine
salt, which is alleged by Kunming Pharmaceutical to be equivalent.

The court found Kunming Pharmaceutical alleged in earlier technical
appraisal that “content of Breviscapine salt is relevant and shall be tested”,
and thereby found no equivalent infringement based on doctrine of estoppels.
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Doctrine of estoppels is becoming stricter
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Article 6 of 2009 Judicial Interpretations: “Technical solutions abandoned by
the applicant or patentee in prosecution or invalidation procedure by
amendments or observations shall not be included in patent protection
scope in infringment litigation.” (purpose of amendments is not mentioned)

Supreme Court further clarified in Judgment (2009) MTZ No.20 of March 23,
2010 that the amendments or observations will be subject to estoppels
regardless whether they are related to patentability or not.
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Recommendations
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Problem may arise from parallel management of patent prosecution, litigation,
new drug application and academic publishing by different organs.
Centralized management by IP department or seeking opinions from outside
counsel may be of help.

Patent drafting and observations shall be based on facts.

The bottom line and target in patent prosecution and litigation should be clear
so as to avoid inconsistent presentations.

Where the number of patents and countries entered are large, patents in
parallel should be managed in harmonization.
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When your patent becomes the target of others ......

WREEBREWNRZRNERN, RABGCREXELTRAL?

If the documents on the table are just your patents, do you have
enough confidence to survive from the challenges?
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“Internationalization” issue in patent strategy

AEMERHRARE. K. SR, SERAEFERIES
B ERJLFREHNSAER (FEELHR L3521 /PCT)
MNEHRKE, EMEABRFERRFAEEAR. #0NE. AR
LFEXTAEMEHNFEEIAZENK, BERYEREREE
{E%%ﬂ%@ﬁ&%%ﬁk, “BfFft” BRAAXNHE, £RAH

Bio-inventions require long-term research, high investment and are difficult to
keep secret, and thereby rely heavily on patent protection.

Key patents usually enter multiple states (2 states/PCT application from CN)
Prosecution and litigation of bio-inventions are difficult worldwide

Laws on bio-inventions in various states are quite different; drafting of PCT
international application is challenging

Most Chinese companies are greatly influenced by domestic legislation,
“Internationalization” degree is poor; value of patents is relatively low
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Frequent problems in due diligence

NFE, %, FBEF, #iRZ

XEHENEER (FEHEF CN 30% US 30% IP/EP&20%)
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Early publication, quick grant, narrow scope, many errors

No foreign patents (evaluation factor CN 30%, US 30%, JP/EP 20%)
Flaws in ownership

Problematic inventorship

Absence of best mode

Missing IDS (Information Disclosure Statement)

Poor management, leading to inconsistent presentations in patent
prosecution, litigation, new drug application and academic publishing
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Knowledge of laws of major target states is crucial in drafting PCT
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Requirements to test data, amendments and support in China are very high
(US/EP not so high)

Chinese companies influenced by domestic legislation and thus conservative

Erroneous inventorship may lead to unenforceability of whole patent (10
authors / 3 inventors)

Absence of best mode may lead to unenforceability of whole patent
Missing IDS reference may lead to “inequitable conduct”

US/CA/JP/KR/RU/BR/MX provides broad novelty grace period in rescue of
early publication of articles

Too many claims leading to huge cost (fees based on publication in CN/JP )
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High requirements to test data for bio-inventions in China
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Test data closely related to sufficient disclosure, inventiveness, industrial
applicability and support

Test data decide whether a patent can be granted and scope of protection
Though requirements to data are high, opportunity of rescue is very limited

Data furnished after filing date in favor of sufficient disclosure or support
usually unacceptable

Data supporting inventiveness shall be results of comparative tests over prior
art, and shall be directed to those technical effects which are clearly
disclosed in specification and for which relevant data have been provided.
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Activity data convincing?

ZH1:

AABAEMANL00 ppod FHYER, {h¥10-30 ppm. KK HmA
4100 ppmPd |, {£#£200-300 ppm. SEHEH WK T 60 ppm
$1240 ppm, 2 240 ppmB RMEF, 60 ppmAf G 52 B .

WE: 200-300 ppmiX AN3E B BEM A 47 BRAibREBEE HHF,
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Case 1:

Prior art method adds an acid of below 100 ppm, preferably 10-30 ppm. The
present invention adds an acid of at least 100 ppm, preferably 200-300 ppm.
In the examples, 60 ppm and 240 ppm are tested, wherein result for 240
ppm is excellent, and reaction is not completed at 60 ppm.

Question: Is the scope of 200-300 ppm allowable? What will you do if you
are drafting the specification?
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Are there negative data?

F412:
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Case 2;

The patent relates to a method for preparing nucleoside. 104 examples
are disclosed in the specification, wherein 11 examples demonstrate that
some technical solutions within claims are impracticable; in other words,
there exist so called “negative examples”. The patent was finally
invalidated for lack of support.

HEFTERIANREBR (2008) FEATAST H45154THCH B
Beijing High Court (2008) GXZ No. 451
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Test data correct and accurate?

£ 3:

KHEBRBAT, RE3. 28 HRRGTHEETAN, TR
W, BRI —ERH.

Case 3:

3.2 g of crude product was obtained after evaporating the extract...... 6 g of
the crude product was weighed and dissolved into chloroform, forming a
uniform solution.

JTH 4 FH T — B 65 B T b B 212

Problem arose from a mistake in copying test methods from another article
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Are there activity data supporting the medical use?

44

KEAG KRB HMAHEBRESLHRIT Rty . RHPFFER
WMAMNERSLARETHEBITIER, EXAREFEEEKE
WL, RERZAUAFL T BB RE.
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Case 4:

The invention relates to a method for treating nausea by combined
administration of two drugs. It is alleged in the description that combined
administration of the two drugs provides a synergistic effect, for which no
activity data are disclosed. The application was finally rejected for
insufficient disclosure.

¥ 46795 & W F KW ARE

Reexamination Decision No. 4679
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Are there activity data demonstrating protein’s function in examples?

£ 5:

RKEEH K EACE G BB )L TR (GPCR) K 4e a2 H ., 304
FRETFILAER, R TEXARNHERELE Y, BXAR
BEVE M BAE L HGPCRAV I BB . KERLAUAAAL LN BB B HE

m Caseb:

m The invention relates to orphan human G protein-coupled receptors
(GPCR) and encoding gene. The description provides sequence alignment
results, and tissue specificity of gene expression is tested. However, no
activity data is disclosed to demonstrate the function of GPCR. The
application was finally rejected for insufficient disclosure.

#126195 € 9k H AT

Reexamination Decision No. 12619
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Insufficient data are important ground for rejection of Bio-inventions
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Recommendations
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Pay much attention to preparation of test data

Confirm before filing: design of tests reasonable? Is there a control? Test
results convincing? Results statistically significant? Steps repeatable?
Conclusion tenable?

File patents only after test data are preliminarily complete
If tests cannot be completed for the time being, file patents in US or EP first.
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Be careful of “unclear” terms

HFFR “FHE” ARABLBIARE (THH63%, 398/631)
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%5 ARA& X F%E (LP. THF. PHA. DP,)
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“Unclear” rejection appears frequently in chemistry (63% in ave., 398/631)

Most unclear issues may be overcome by amendment or explanation; while
some are irreparable fatal defects

Common “unclear’ expressions:

undefined terms (lower alcohol, substantially unhydrous, derivative)
indefinitive abbreviations (LP, THF, PHA, DP,)

upper concept and lower concept in parallel (active calcium, CaCl,)
lack of unit for percentages
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A “clear” term may have several meanings

Z1 6:

BRAERPRINBUH “KEB” . FER AN ZAELFR
. HEWNE, RABPEAESN “KEE” HEX, TELRDN
g, HENELHE, T UHC1-C4E, ¥ LaEC1-CoHy
B, e ARELHARILREN “28” . XEFLTRNK
PRE I THRFE, ERELXEXT HHHE.

Case 6:

A key substance “lower alcohol” is recited in claims, which is rejected by the
examiner for being unclear. Unfortunately, no definition of the term is given
in specification, while the definitions provided in dictionaries are different,
which may refer to C1-C4 alcohol, or C1-C6 alcohol. The applicant has to
limit the term to “ethanol” based on examples. This renders the patent
protection scope too narrow and market value of the patent is almost lost.
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Always give definition to self-created terms

2407

BANERSRAAMEHAERERMEABEENRL, HAFXT
BET0.5iu/gySARTIE Y, JLUAH F RA S W “SARTHEME” mE
X, WEAGEHWETE, TRMAMKR “iu/g” T—1MEHE
Xy Bpr. ZARR B R AR AREHK.

Case 7:

Claim recites a rabbit skin having kallikrein production inhibiting activity,
which has a SART activity of 0.5iu/g or above. No definition or test
method of “SART activity” is provided in the specification. The patentee
also recognized that “iu/g” is a self-created unit. The claim was finally
invalidated for being unclear.

P EFTERANRFEL (2009) FATAF F 52T 54THCH HH
Beijing High Court (2009) GXZ No. 527
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Use of abbreviations should be cautious

Z17 8:

BRAERIGE —FHERKER, 080 7-1.5%FFWOP,. haH

®E “DP,” AKX WHRXA FIASARNZOFAE, 1BEEHNHF

PRAEFMEXBE R, WXL HAR. EEWIEF, &
ERAFMEHZAES XL E—, FEREAWIFERAHFRE.

Case 8;

Claim recites a coated food, comprising 0.7-1.5 wt% of DP,. The
abbreviation “DP," is the distinguishing feature over prior art, while no
definition, explanation or full name of the term is given in the specification.
During reexamination, the examiner demonstrated by evidences that the
term has several different meanings, which led to final rejection of the
application.

F14104-5 F Wk F R R E

Reexamination Decision No. 14104
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Test method of key parameters shall be provided

Z179:

BAERL: —fFER+E, HEEET, EEFHFIN12-20.
ATFRAABE LR XS “BHEER” Z¥EBEAEEXH A
Z¥, FEHMAGBRBAAR A LA X, REMNE.
E W Z AR ERAFEE, WHEZHRK.

Case 9:
Claim 1: A whisky, having a fragrance index of 12-20.

The key parameter “fragrance index ” used to define the whisky is a self-
created term by the applicant. A skilled artisan does not know its meaning
before filing date and thus cannot measure it. Therefore the claim is
unclear, which is irreparable.

O

2
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Terrible result may occur by listing upper and lower concepts in parallel

m EH10:

n FEATE S EESA . YL X R R A I SRR
WS E., NERBAPLANER THEERSAERY. & HIH
] BA LRy W BESR BRI ENES. RERKT HRSSH
HERERY. TARATRKERSE2HHERSY. FERAN LR
RAAKRAZF NN TREMESH, HHERS D EEIEREFT
, HAR/HEKARA,

m Case 10;

m  Original claim 1 recites soluble calcium. Specification defines that soluble
calcium includes calcium gluconate and active calcium etc. The two examples
are directed to calcium gluconate and active calcium respectively. The soluble
calcium in claim 1 was amended to active calcium later for support issue. The
alleged infringing product just contains calcium gluconate. Patentee alleged
active calcium includes calcium gluconate. Court ruled that the above description
indicates the two substances are alternatives in parallel; calcium gluconate has
been abandoned by amendment, and thus cannot be claimed again.

B ARER (2009 REF 205
Supreme Court (2009) MTZ No.20
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Recommendations
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Evaluate each term used in claims

Important terms, indefinitive terms and self-created terms should be defined
or explained

Full name or foreign language of an abbreviation should be provided
Unit of numerals should be given

Confirm before filing that terms are accurate and standard, complying with
scientific standards
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Patent drafting is challenging

“PRO A WL FIHRH E sk DURE . Fohn 7 6 P BF oy R U T

” (Circuit Judge Newman)

BELARAPETEEER Y 2EN TR (LR RH+REHNE
E+E L EE)
ERXRZXPATHEATHEARAE L FRATRERNES. K
HANEZEEFHAFT RN EFERL AT ELTFEARES.

“There are few, if any, legal documents more difficult to craft, more fraught
with pitfalls than patent applications” (Circuit Judge Newman)

Patent drafting requires comprehensive patent knowledge (patent
office+court+foreign patent laws+commercial considerations)

It is almost an impossible mission for inventors to draft a perfect specification.
Major tasks of inventors are to help your attorney understand the invention
and to prepare an invention disclosure.
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How to prepare invention disclosure as an inventor?

AAE DRERKWT ARFBRA LR R RENT; TUE R XK
RE®eE, BT OR,
BERLECANANEIL. BN, FELR. KB 7k
RBER. GRPET. RAFLMENSHLF.

RO YMN. EH. T8, FERsmn—REX
HiE—ERXB BN LT R OLFF A )

Describe the research clearly in a manner you are familiar with; research
article, experiment report and oral presentation are all acceptable.

Usually include prior arts, purpose of research, materials and methods,
results, conclusions and discussion, commercially valuable parts etc..

Tests should be accurate and complete, complying with scientific standards
Opportunity of amendment will be limited once filed (errors almost intolerant)
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