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Tips for Optimal Quality

Sound Quality
If you are listening via your computer speakers, please note that the quality 
of your sound will vary depending on the speed and quality of your internet 
connection.

If the sound quality is not satisfactory, you may listen via the phone: dial 
1-877-447-0294 and enter your Conference ID and PIN when prompted. 
Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately 
so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality
To maximize your screen, press the ‘Full Screen’ symbol located on the bottom 
right of the slides. To exit full screen, press the Esc button.
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Continuing Education Credits

In order for us to process your continuing education credit, you must confirm your 
participation in this webinar by completing and submitting the Attendance 
Affirmation/Evaluation after the webinar. 

A link to the Attendance Affirmation/Evaluation will be in the thank you email 
that you will receive immediately following the program.

For additional information about continuing education, call us at 1-800-926-7926 
ext. 2.
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Program Materials

If you have not printed the conference materials for this program, please 
complete the following steps:

• Click on the link to the PDF of the slides for today’s program, which is located 
to the right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the 
printer icon.
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ECONOMIC AND TRADE AGREEMENT 

BETWEEN THE GOVERNMENT OF THE UNITED 

STATES OF AMERICA AND THE GOVERNMENT 

OF THE PEOPLE’S REPUBLIC OF CHINA

Signed Jan. 15, 2020
Effective Feb. 14, 2020
China to submit an Action Plan within 30 days of the Agreement taking effect. 



Trade Secrets
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Highlights

• Alignment with the US law.

• Favorable to trade-secret holders.

• Specifically addresses unauthorized disclosure by government 
authorities.

• Procedural changes.

― Burden of proof.

• Remedies.
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Unauthorized disclosure by Government 
Authorities (Art. 1.9)

Applies to government personnel or third-party experts or advisors in any 
proceedings.
• Limit access

• Ensure security and protection

• Eliminate conflict of interest

• Exemptions and mechanism for challenging disclosure

• Repercussions for violation

Additional protection afforded by Ch. 2 Technology Transfer.
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Procedural Changes

Shifting burden of proof (Art. 1.5).

• Prima facie case shifts burden to the accused.

Lowered burden of proof (Art. 1.7).

• “Substantially lower all the thresholds for initiating criminal 
enforcement.”

• Eliminated “actual loss” in favor of “great loss.”
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Substantive Changes to Key Definitions

Confidential business information (Art. 1.2, §B, footnote 1).

• Expansive definition commensurate with the U.S. law.

Misappropriation (Art. 1.4).

• Additional acts constituting misappropriation:

― Electronic intrusions;

― Breach or inducement of a breach of duty not to disclose 
trade secret information;

― Unauthorized disclosure.
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Remedies

• Preliminary injunction (Art. 1.6).

― “Urgent situation” includes the use or attempted use of trade 
secret information.

• Criminal procedures and penalties (Art. 1.8).

• Willful misappropriation (Art. 1.8).
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For Further Consideration

• Does not address cybertheft of IP by Chinese state-
supported actors.

― Likely to be addressed in Phase Two.

• Several substantive provisions lack detailed standard 
for implementation (e.g., willful misappropriation).

• Relationship with Anti-Unfair Competition Act (2019).
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Trademarks
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Section H: Bad Faith Trademarks

• Article 1.24: Ensure adequate and effective protection and 
enforcement of trademark rights, particularly against bad faith 
trademark registrations.

• USPTO programs: suspended in view of Coronavirus.
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Counterfeiting and Piracy
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Article 1.13: Online Enforcement

Internet Postings

(a) Expeditious takedowns;

(b) Erroneous takedown notices submitted in good faith;

(c) Extension to 20 business days for filing a complaint; 

(d) Ensure validity of takedown and counter notices;

(e) Penalize notices submitted in bad faith.
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Article 1.14: Major E-Commerce Platforms

Repeated Failure to Curb Piracy and 
Counterfeiting.

a) Operating licenses revoked.
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Article 1.18: Counterfeit Medicine

Effective and Expeditious Enforcement Actions

 Counterfeit medicines and biologics, including active 
pharmaceutical ingredients, bulk chemicals, and 
biological substances.

 Shared Registration and Enforcement Information of 
Inspected Pharmaceutical Raw Material Sites.

 Published Online, Annual Data on Enforcement Measures, 
including seizures, revocation of licenses, and fines by 
NMPA and MIIT.
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Article 1.20: Destruction of  Counterfeit Goods

Border Measures:

a) Suspended from release, Seized, and Forfeited 
on grounds of counterfeiting or piracy shall be 
destroyed, with exceptions.

b) No discretion to permit exportation of 
counterfeit and pirated, with exceptions.

c) Simple Removal of counterfeit trademarks not 
sufficient to permit release.
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Civil Actions

a) Right holder request to destroy counterfeit and pirated goods.

b) Right holder request to destroy materials and implements 
predominantly used in the manufacture or creation of the 
counterfeit and pirated goods.

c) Right holder request for adequate compensation for 
infringement.

d) Simple removal of counterfeit mark not sufficient to permit 
release.
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Article 1.20: Destruction of  Counterfeit Goods 
(con’t)



Article 1.20: Destruction of  Counterfeit Goods 
(con’t)

Criminal Actions

a) Destruction of counterfeit and pirated goods and any articles 
consisting of a counterfeit mark, with exceptions.

b) Destruction of materials and implements predominantly used 
in the creation of the counterfeit or pirated goods, with 
exceptions.

c) No compensation to defendant.

d) Inventory of goods and materials to be destroyed, with 
discretion to temporarily exempt materials for preservation 
of evidence. 
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Geographical Indications
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Article 1.16: General Market Access

Consumer’s understanding of the term in China taken 
into consideration when determining whether the term 
is generic:

a) Competent sources, including dictionaries, newspapers, and 
relevant websites;

b) Trade practice in China;
c) Relevant standards (Codex Alimentarius);
d) Importation in significant quantities.

Genericism considered as a new basis for cancellation.
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Article 1.17: Multi-Component Terms

• Generic component not protected.

• Generic component/term publicly 
identified.
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Copyright
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Article 1.23：Unlicensed Software

• Government agencies.

• Annual Audits by qualified third parties with no 
Chinese government ownership or affiliation, and 
Publication online of audit results.
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Article 1.29: Enforcement of  Copyrights

• Legal Presumption: 
• Indicated Name=Designated Right Holder.

• Waive Requirements to present copyright or related 
rights transfer agreements for proof of ownership.

• Burden of Proof rests with the accused infringer.
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Patents
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Art. 1.10: Supplemental Data

Pharmaceutical patent applicants will be 
permitted to rely on post-filing date 
supplemental data, e.g., test results 

• Show sufficiency of disclosure; and
• Show inventive step (i.e. non-obvious). 

• Applies to patent examination proceedings, 
patent review proceedings, and judicial 
proceedings.
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Article 1.11: Effective Mechanism for Early 
Resolution of  Patent Disputes

Create a system in China of pre-market notification to the patent holder that a 
generic version is being developed using the patented, approved product or 
method of use for seeking approval. 
• Until now, generic drugs could be approved in China and enter the Chinese market 

notwithstanding any Chinese patents they may be infringing.
• Applies to pharmaceutical products, including biologics.
• Include providing a cause of action to allow the patent holder to initiate, prior to the 

marketing approval of an allegedly infringing product, civil judicial proceedings and/or 
administrative proceedings and expeditious remedies for the resolution of disputes 
concerning the validity or infringement of an applicable patent. 

“patent linkage”

Operates in the U.S. under the 
Hatch-Waxman Act. 
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Article 1.11: Effective Mechanism for Early 
Resolution of  Patent Disputes

China shall also provide:

b) adequate time and opportunity for such a patent 
holder to seek, prior to the marketing of an 
allegedly infringing product, available remedies in 
subparagraph (c); and

c) procedures for judicial or administrative 
proceedings and expeditious remedies, such as 
preliminary injunctions or equivalent effective 
provisional measures, for the timely resolution of 
disputes concerning the validity or infringement of 
an applicable patent claiming an approved 
pharmaceutical product or its approved method of 
use.
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Article 1.11: Effective Mechanism for Early 
Resolution of  Patent Disputes

No express mention of Chinese equivalent to U.S. Orange 
Book. 
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Article 1.12: Effective Patent Term Extension

China agreed to extend patent terms for novel drugs “to 
compensate for unreasonable delays that occur in granting the 
patent or during pharmaceutical product marketing approvals.” 

“unreasonable delays that occur in granting the patent” roughly 
corresponds to 35 U.S.C. §154(b) (patent term adjustment or PTA)

“during pharmaceutical product marketing approvals” roughly 
corresponds to 35 U.S.C. §156 (patent term extension or PTE)

In the U.S. 
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Article 1.12(2)(a): Unreasonable Delays That 
Occur in Granting the Patent 

• At the request of the patent owner;

• Applies to all patents; 

• Not attributable to the applicant. 

• “shall at least include a delay in the issuance of the patent of more 
than four years from the date of filing of the application in China, or 
three years after a request for examination of the application, 
whichever is later.”

• There may be more detail about the types of delay that will be 
compensated when the Chinese law and regulations are promulgated. 
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Article 1.12(2)(b): During Pharmaceutical Product 
Marketing Approvals 

• At the request of the patent owner.

• Applies to patents covering a new pharmaceutical product that is approved for 
marketing in China and methods of making or using a new pharmaceutical product 
that is approved for marketing in China.

• Not attributable to the applicant. 

• “unreasonable curtailment of the effective patent term as a result of the 
marketing approval process related to the first commercial use of that product in 
China.”

• Originally issued patent.

• May be limited to no more than five years, which may be capped by 14 years from 
the date of marketing approval in China.
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Questions Remain
No definition of “unreasonable curtailment” or scope of “marketing approval process.” 

No definition of “pharmaceutical product” - will this cover human and animal drugs and 
biologics, medical devices and food or color additives?

Will formulation patents be eligible for PTE? 

How is PTE to be calculated - when does the regulatory review period start, is there any 
reduction (partial credit) for activity in what is regarded as the “testing period” for a new 
drug in the U.S.? 

Will already-issued patents be eligible for PTE? 

What if a patent is about to expire before the regulatory review process is complete? 

Will a patent be eligible for more than one PTE?  

Will testing conducted outside of China be eligible for consideration in the determination of 
PTE? 
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Implementation?

• Article 1.34 states that “Each Party shall determine the appropriate method of 
implementing the provisions of this Agreement within its own system and 
practice.” 

• Art. 1.35 requires China to provide a plan for implementation within 30 days of 
entry into force of this agreement. 

― “This Action Plan shall include, but not be limited to, measures that China will take to 
implement its obligations under this Chapter and the date by which each measure will go into 
effect. 

― As noted above, “entry into force” was Feb. 14, 2020. 

• The changes required by the treaty fall on China. 

• The value of these provisions will not be known until more details are revealed 
in terms of how both the broad PTA and PTE provisions will be implemented in 
China through laws, rules, and any interpretation issued by China’s Supreme 
Court. 
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What Can U.S. Companies Do To 
Prepare For The Changes?
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Thank you.
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