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Introduction
This briefing paper provides preliminary analysis of the leaked U.S. proposal for an intellectual property chapter in the Trans Pacific Partnership (TPP) agreement. What is clear from this analysis is that the U.S. proposal, if adopted, would create the most extreme, anti-consumer and anti-development international instrument on intellectual property to date. Its provisions go far beyond the TRIPS agreement, the KORUS agreement and even current US law. 
Dozens of provisions in the US proposal extend beyond the baseline rules of any multilateral intellectual property agreement, including TRIPS and the various WIPO copyright and internet treaties. Several are directly contrary to flexibilities embodied in TRIPS, in effect negating TRIPS rules. Dozens more of the proposals would raise substantive and enforcement standards beyond the controversial Anti-Counterfeiting Trade Agreement, the “high standard” KORUS agreement – between two OECD countries, and even extend beyond the contours of existing US law. 
These provisions are completely inappropriate for an agreement with a large number of developing countries. It is sometimes argued by USTR and industry backers that developing countries will benefit from adopting high intellectual property standards. These arguments are not backed by the empirical evidence. There is evidence to suggest that, in many countries, a minimal level of intellectual property protection may be a precondition to attracting certain kinds of foreign direct investment. But the evidence is overwhelming that poor countries do not benefit – and in fact are acutely harmed – by raising intellectual property standards to the lofty levels of current US law. This is in part because their economies are different. In developing countries with high income inequality, there is a very small population willing to bid very high prices, which distorts the market. The monopolist will make more money by pricing to only this segment, excluding the great majority from access, a problem which is far less severe in high income countries with greater income equality.
 
If developing countries were acting in their own interests in forming an IP chapter of the TPP agreement, they would reject the maximalist standards of the US IP proposal and instead follow the lead of norm setting on these issues being conducted under the auspices of the “development agenda.” Rather than promoting one size fits all standards, the development agenda promotes local experimentation and differential. Rather than promoting norm setting in closed and secretive forums, the development agenda is being implemented at organizations like the World Intellectual Property Forums where processes are open to public input. Rather than focusing on the construction of norms that block trade at the borders – the development agenda is promoting trade between and within countries.

This note summarizes the many ways in which the US IP agreement follows or pushes beyond the highest IP standards in international agreements to date, including TRIPS, ACTA and the KORUS agreement. All of these provisions should be rejected by developing countries.      
Section by Section Analysis
I. Trademark Provisions
II. TPP Art. 2:  Trademarks, Including Geographical Indications

A. TPP Art. 2.1 – Protectable Trademark Subject Matter 

TPP art. 2.1 contains a TRIPS-plus provision that prohibits a Party member from requiring “as a condition of registration, that a sign be visually perceptible.” It additionally prohibits a Party from denying “registration of a trademark solely on the grounds that the sign of which it is composed is a sound or a scent.” 
  This provision clashes directly with TRIPS art. 15 which provides that “[m]embers may require, as a condition of registration, that signs be visually perceptible.”
 This provision is identical to art. 18.2.1 of the U.S.-South Korea Free Trade Agreement [KORUS].

TPP art. 2.1 incorporates the scope of trademark subject matter under § 45 of the Lanham Act which  has been interpreted to include, inter alia, colors per se, 2D/3D designs, motion marks, sound (NBC’s three chimes
), scent (plumeria blossoms on sewing thread
), and non-visual marks as well.
 

B. TPP FN 4 – Definition of “Geographical Indications” 


TPP contains a broader definition of “geographical indications” (GI’s) than in TRIPS art. 22.1,
 essentially including any trademark. This provision is identical to KORUS FN5.
 
TPP FN 4 expands the scope of GI protection in TRIPS by explicitly requiring the protection of “sign or combination of signs . . . in any form whatsoever” as a GI.
  The non-exhaustive list of examples of “sign or combination of signs” contains many elements similar to a protectable trademark, such as personal names, letters, numerals, figurative elements, and colors, including color per se.
 TPP FN 4 leaves open the definition of “originating” in the context of GIs, leaving the possibility that “originating in the territory of a Party” may not mean originating from the territory of the specific party applying the rule. 
C. TPP Art. 2.4 – Identical/Similar Signs and Identical/Similar/Related Goods or Services


TPP art. 2.4 expands the scope of trademark protection provided in TRIPS art. 16.1.
  Unlike TRIPS art. 16.1, which prohibits the use of identical or similar signs for identical or similar goods or services, TPP art. 2.4 prohibits the use of “identical or similar signs, including geographical indications, for goods and services that are related to those goods or services in respect of which the owner’s trademark is registered.”
  “Related to” is a much broader standard than “identical or similar to” and may be interpreted much more flexibly thereby leading to increased trademark infringement claims. Additionally, unlike TRIPS, TPP also includes GI’s within the purview of this provision.  

D. TPP Arts. 2.6, 2.7, and FN 5 – Well-Known Marks & the “Use In Commerce” Standard


TPP art. 2.6 exports the “use in commerce" standard of trademark protection in the U.S. The “use in commerce” standard in § 1 of the Lanham Act provides the fundamental basis for trademark protection in the United States.
 Unlike in other jurisdictions, this standard does not require registration as a condition precedent for trademark protection.
 TPP art. 2.7 further expands this norm beyond TRIPS art. 16.3
 by mandating application of art. 6bis of the Paris Convention to well-known marks regardless of registration. In defining a “well-known mark”, TPP FN 5 twists the language of TRIPS art. 16.2
, which requires but does not limit the analysis to the consideration of “the knowledge of the trademark in the relevant sector of the public.” The TPP proposal would mandate that parties shall only require that the reputation of the well-known mark extend to the “sector of the public that normally deals with the relevant goods or services.”    

E. TPP Arts. 2.15, 2.18 – Refusing Protection or Recognition of GI 


TRIPS art. 22 prohibits the unauthorized use of GI to avoid “mislead[ing] the public as to the true place of origin”.
  TPP art. 2.15 goes beyond TRIPS in many ways.  First, TPP art. 2.15 prohibits use of GI that is “likely to cause confusion with a trademark or geographical indication.” Accordingly, TPP alters the fundamental focus of GI protection from the protection of goods from a specific place of origin to the protection of goods with specific trademark or indication. Read in conjunction with TPP FN 4
, which leaves open the definition of “originating” in the context of GIs, TPP seems to treat GIs more like trademarks. Also, considering that GI recognition or protection may be refused on the basis of likelihood of confusion with a trademark, TPP’s protection of GI seems hard to distinguish from protection of trademarks.  

TPP art. 2.15(a)(ii) continues to export the U.S.’s “use in commerce” standard by extending protection to registered GIs as well as GIs which have acquired rights through “use in good faith.” Furthermore, TPP art. 2.15(b)(ii), leaves open the possibility that “use in commerce” may also be sufficient to provide for a date of protection or recognition.  

Finally, TPP art. 2.15(a)(iv) recognizes that generic terms should not be protected as GIs.  However, TPP art. 2.18 notes that “a term is generic if it is the term customary in common language as the common name for the goods or services associated with the trademark or geographical indication.”
 This definition closely follows the definition of “generic” under TRIPS art. 24.6.
 Unlike the definition under TRIPS, which focuses on the generic-nature of the indicator in the territory of the Member, the definition under TPP omits the phrase “in the territory of the Member.” Therefore, TPP leaves open the possibility that a term may be generic in the territory of a 3rd party member while it’s not generic in the territory of the GI’s origin.    

F. TPP Art. 2.22 – GI Use for Goods and Services Not From the True Place of Origin

TPP Art. 2.22 permits the use or registration of signs or indications that reference a geographical area even though it is not the true place or origin of the goods or services.  This seems to conflict directly with the fundamental purpose of GIs. 
TPP art. 2.22(c) contains a TRIPS plus requirement extending the “likelihood of confusion” standard of trademark protection to the protection of GIs.
  
TPP art. 2.22(d) prevents the registration of generic terms. Given the definition of “generic” under TPP art. 2.18 and how it leaves open the possibility that a term may be generic in the territory of a 3rd party member while it’s not generic in the territory of the GI’s origin, this provision may be of concern.
III. TPP Art. 4:  Copyright and Related Rights 

A. TPP Art. 4.1, FN 8 – Exclusive Reproduction Rights

TPP art. 4.1 is identical to KORUS art. 18.4.1 and resembles the exclusive rights provided under the U.S. Copyright Act § 106(1).
 Whereas TPP art. 4.1 grants exclusive right to “prohibit all reproduction . . .   in any manner or form, permanent or temporary (including temporary storage in electronic form),” § 106(1) prohibits reproduction of the “copyrighted works in copies or phonorecords.” By prohibiting unauthorized reproduction that is “permanent or temporary (including temporary storage in electronic form)”, TPP leaves open the possibility that a temporary storage (e.g. cache) could be treated as a copy under copyright protection. This could have disastrous consequences on the operation of the internet.  definition of a “copy.” It would also be contrary to US law. Under the US Copyright Act § 101, in order to be a “copy” a work must be “fixed,”
 meaning - “sufficiently permanent or stable to permit it to be perceived, reproduced, or otherwise communicated for a period of more than transitory duration.”
 In Cartoon Network, LLLP v. CSC Holdings, the Second Circuit held that a copy that a buffer copy that lasted 1.2 seconds before being automatically overwritten was not sufficiently fixed to be considered a copy.
 TPP art. 4.1 leaves open the possibility that this precedent would not be followed in other countries. 
B. TPP Art. 4.5 – Terms of Copyright Protection

TPP art. 4.5 attempts to export the TRIPS-plus and KORUS-plus copyright terms of US law to other countries.
 Although the “life of the author and 70 years after the author’s death” standard of TPP art. 4.5 is consistent with §§ 302(a)-(b), the former sets the specified terms as the minimum level of protection, opening the possibility that countries could raise the term of copyright further. TPP art. 4.5(b) fails to incorporate the US law presumption as to an author’s death which can assist some works to enter the public domain.
 
KORUS art. 18.4.4 provides for terms to be not less than 70 years from the end of the calendar year of the first authorized publication, compared to the 90 years standard offered by TPP. ”   

C. TPP Arts. 4.9(a), 16.3 – Technological Protection Measures

TPP art. 4.9 proposes new anti-circumvention standards that go beyond the high and controversial standards included in the Anti-Counterfeiting Trade Agreement (ACTA, art. 27.6(a)(i)),
 KORUS (art. 18.4.7(a)(i)). The TPP proposal is beyond these texts in eliminating any requirement that infringement occur “knowingly or having reasonable grounds to know.” By omitting “knowingly or having reasonable grounds to know”, TPP seeks to punish any circumvention of technical protection measures regardless of any intent to infringe copyright. This would make it illegal, for example, to circumvent technical protection measures to make a copy of text with the intent of quoting or otherwise using that text in exercise of “fair use” or similar limitations and exceptions that protect freedom of expression. 
TPP art. 4.9(a)(ii) expands the current standards in DMCA § 1201(a)(1)(A)
 and ACTA art. 27.6(a)(i)
 by applying to “any” effective technological measure.  
TPP art. 4.9(a)(ii)(A) is in excess of DMCA § 1201(a)(2)(C)
 by adding “promoted, advertised” in addition to “marketed” to the DMCA standard. This also goes beyond ACTA art. 27.6(a)(ii)
 which only prohibits offering the circumvention technology to the public.  
Unlike the “use in circumventing” standard in DMCA § 1201(a)(2)(C) and “as means of circumventing” standard in ACTA art. 27.6(a)(ii), TPP art. 4.9(a)(ii)(A) alters the standard to: “for the purpose of circumvention of any effective technological measure.”  

TPP art. 4.9(a)(ii)(C) extends beyond DMCA § 1201(a)(2)(A)
 by adding “enabling or facilitating” to the list of prohibitions, thereby enabling punishment of technology beyond that primarily designed, produced, or performed for the purpose of circumvention. This also goes beyond ACTA art. 27.6(b)(i) which is identical to § 1201(a)(2)(A).  


D. TPP Art. 4.9(d) – Exceptions and Limitations

TPP art. 4.9 proposes limitations and exceptions to circumvention liability that are identical to the various exceptions and limitations in DMCA § 1201.  
E. TPP Art. 4.10 – Rights Management Information

TPP art. 4.10 is TRIPS-plus standard modeled on various provisions in KORUS, ACTA, and DMCA.
 There are some provisions that go beyond even these excessive norms. TPP art. 4.10(a) appears to go beyond DMCA § 1202, which only refers to “knowing and intentional” infringements. TPP art. 4.10(a)(iii) is identical to ACTA art. 27.7(b) and similar to DMCA § 1202(b)(3)
. However, while § 1202(b)(3) prohibits a person from “distribut[ing], import[ing] for distribution, or publicly perform[ing]”, TPP goes beyond DMCA by also prohibiting (in addition to the acts enumerated in § 1202(b)(3)), a person from broadcasting, communicating or making available to the public.  
The bottom paragraph of TPP art. 4.10(a) consists of a combination of the civil remedies of DMCA § 1203 and the criminal procedures of DMCA § 1204. 
The definition under TPP art. 4.10(c) specifically omits DMCA §§ 1202(c)(4),(5).
  
F. TPP Art. 6:  Related Rights 

TPP art. 6 incorporates various provisions from the WIPO Performances and Phonograms Treaty (WPPT)
 and KORUS. There are some provisions that exceed even these high-standard agreements.  
· TPP art. 6.1 closely resembles KORUS art. 18.6.1 but adds the last sentence, “[a] performance or phonogram shall be considered first published in the territory of a Party in which it is published within 30 days of its original publication.”  
· TPP art. 6.3 adds to KORUS art. 18.6.3 and WPPT art. 10 “producers of phonograms” in addition to performers. 
· TPP art. 6.5 alters the KORUS definition of “broadcasting” by adding that it does not include transmissions over computer networks or any transmission where the time and place of reception may be individually chosen by members of the public (e.g. Netflix, Hulu).

IV. TPP Art. 8:  Patents

A. TPP Arts. 8.1, 8.12 FN 15 – Patentability 

TPP art. 8.1 contains a controversial provision, most relevant to pharmaceutical patents, that the scope of patentability include “any new forms, uses, or methods of using a known product; and a new form, use, or method of using a known product . . . , even if such invention does not result in the enhancement of the known efficacy of that product”. The language being banned in this proposal is identical to the recently enacted India Patent Act section 3d. Sec. 3(d) is widely recognized as a TRIPS-compliant exception to patentability backed by many experts and development and health agencies.

B. Art. 8.2 – Scope of Patentable Subject Matter

In excess of the current high standards in KORUS art. 18.8.2,
 TPP art. 8.2 would require that “each party shall make patents available for . . . (a) plants and animals, and; (b) diagnostic, therapeutic, and surgical methods for the treatment of humans or animals”. This clashes directly with TRIPS art. 27.3.
  
V. Chapter [ ] Intellectual Property Rights
A. Art. 8.6 -- Patent Term Adjustment 
As part of the May 10th deal, the Peru FTA allows countries to exempt pharmaceutical products from patent extension requirements. The US proposal would require patent extensions for unreasonable delays in product registration or issuance of a patent without the May 10th exemption. “[S]uch extensions delay the entry of generic medicines, punishing patients for bureaucratic delays.”
  

B. Art. 9.2 -- Protection of Test Data Submitted for Marketing Approval
The leaked U.S. TPPA proposal would abandon the flexibilities granted Peru through the May 10th deal. Following TRIPS Art. 39, the Peru FTA’s data exclusivity provision is limited to new chemical entities. TPP expands the scope of coverage to include all new pharmaceutical products, even if not a new chemical entity.  The Peru FTA requires data exclusivity for an undefined “reasonable period” whereas the TPPA draft requires “at least” five years of exclusivity information submitted in support of marketing approval. The TPP proposal includes three years of additional data exclusivity for new uses of existing pharmaceutical products.
Data protection or data exclusivity is a “TRIPS-plus provision that restricts access to essential clinical trial data . . . [and] prevent[s] generic manufacturers from using existing clinical research to gain regulatory approval of their medicines, forcing them to perform duplicate clinical trials or wait for the ‘data monopoly’ period to end.”  Introducing provisions for data protection in conjunction with a provision for patent term extension greatly threaten the registration of generic versions of medicines and creates a system conducive to creating monopolies.

[This section is incomplete. Additional analysis will be made available in a revised version of this note.].   

VI. TPP Art. 12:  Civil and Administrative Procedures and Remedies

A. TPP Art. 12.2 – Injunctions


TPP art. 12.2 requires every party to provide for injunctive relief but also contains safeguards to prevent abuse, similar to ACTA art. 8.1.
 However, unlike ACTA, TPP art. 12.2 beneficially narrows the scope of injunctions by providing that injunctive relief has to be consistent with the safeguards contained in art. 44 of TRIPS.
 Also unlike ACTA, the injunctive relief does not extend to third parties. Overall, the injunction section in the TPP proposal seems to be a watered down version of ACTA standards.

B. TPP Art. 12.3 – Damages 

TPP art. 12.3 is modeled on ACTA arts. 9.1
 and 9.2.
 However, unlike ACTA, TPP art. 12.3 does not require the infringer to “knowingly or with reasonable grounds to know, engage in infringing activity.” Both TPP and ACTA allow computation of damages by using any or other “legitimate measure of value” submitted by the right holder. TPP does not repeat ACTA’s specification that such damages be presumed to be the infringer’s profits or a computation from the retail or market price of the infringed good.  

C. TPP Art. 12.4 – Pre-Established Damages

Like ACTA and KORUS, TPP art. 12.4 requires the amount of damages to be “sufficiently high to constitute a deterrent to future infringement.”
 Normally, civil law damages for violation of private rights, including rights to contract and property rights, are to compensate, not deter. Deterrent level penalties, by definition, create inefficient exchanges in the market. The opposite of deterrent damages are liability rules that allow use of protected matter in exchange for compensatory damages. Such standards promote rather than retard competition.   

In a standard that reaches beyond ACTA, TPP art. 12.4 provides that in patent infringement cases, the damages may be increased up to three times the amount found or assessed.
 This is an extremely dangerous provision that awards windfalls to owners, encourages litigation for rent seeking and will over-deter competitive behavior. 
D. TPP Art. 12.7 – Remedies 

TPP arts. 12.7(a), (b), and (c) are respectively equivalent to ACTA arts. 10.1
, 10.2
, and 20.2.
 Although both TPP and ACTA require the destruction of pirated or counterfeit goods at the request of the right holder, unlike ACTA art. 10.1, TPP art. 12.7(a) does not require the destruction of the goods be carried out without compensation of any sort.  
TPP art. 12.7(b) goes beyond TRIPS and ACTA in allowing destruction of any materials and implements, removing the ACTA requirement that they have been predominantly used in manufacture or creation of infringing goods.  
In regards to counterfeit trademarked goods, unlike ACTA art. 20.2, TPP art. 12.7(c) does not allow for an exception in exceptional cases to allow the simple removal of the trademark to be sufficient to permit the release of the goods. This could have particularly troublesome impacts on access to medicines – potentially requiring destruction of safe and effective medicines that could be used for public or charity programs.  
E. TPP Art. 12.8 – Information Related to Infringement 

TPP art. 12.8 is modeled on, but exceeds the standards of, ACTA art. 11.
 Unlike ACTA, TPP does not contain safeguards providing that required divulging of information to government or rights holders be without prejudice to privileges, protection of confidential information sources or processing of personal data. Furthermore, TPP does not require the access to such information to be conditional “upon a justified request of the right holder.” TPP art. 12.8 is also almost identical to KORUS art. 18.10.10.  However, TPP omits “for the purpose of collecting evidence” from this provision.

F. TPP Art. 12.9 – Additional Punishments

TPP art. 12.9 goes beyond the purview of intellectual property rights enforcement and reaches into the subject matter of contempt of court. Mimicking KORUS art. 18.10.11, TPP art. 12.9(a) allows fines and imprisonment as means of punishing those who fail to abide by valid orders issued by judicial authorities. Additionally, 12.9(b) allows sanctions against “counsel, experts, or other persons subject to the court’s jurisdiction” for violating “judicial orders regarding the protection of confidential information produced or exchanged in a proceeding.”
  

VII. TPP Art. 13:  Provisional Measures

A. TPP Art. 13.1 – Provisional Relief Inaudita Altera Parte 
TPP art. 13.1 is similar to ACTA art. 12.2
 and KORUS art. 18.10.17.
 However, unlike ACTA, TPP does not require showing that “delay is likely to cause irreparable harm” or “a demonstrable risk of evidence being destroyed” to adopt provisional measures inaudita altera parte. Additionally, unlike ACTA and KORUS, TPP requires that such actions be executed within ten days, except in exceptional circumstances.

VIII. TPP Art. 14:  Special Requirements Related to Border Enforcement
A. TPP Art. 14.4 – Ex Officio Authority 

Similar to ACTA art. 16, and in excess of TRIPS, this TPP provision grants ex officio authority to customs officials to seize goods “suspected of being counterfeit or confusingly similar trademark goods, or pirated copyright goods.”
 Such ex officio authority extends to imported, exported, and in-transit merchandise. The standard for a seizure being based on mere suspicion of being “confusingly similar” infringement is an extraordinarily low threshold for blocking the free trade of goods. Nearly every generic medicine or generic version of a trademarked good (e.g. the supermarket brand) is likely to have a label that could be suspected of being confusingly similar to the originator, even thought the label does not in fact violate any trademark right. 

Although TPP excludes patents from the purview of the border measures provisions like ACTA, this fails to assuage the concerns over its effects on access to medicines.
 In 2009, a shipment of generic medicine amoxicillin, which is the INN name required to be on the label, was seized in-transit by German customs officials due to the suspicion that it was confusingly similar to trademarked brand name drug called “Amoxil.”
 As a result, the cargo was detained for weeks until it was determined that there was no trademark infringement. 

B. TPP FN 20 – Definitions of Counterfeit Trademark Goods & Pirated Copyright Goods

Unlike ACTA, TPP’s definitions of counterfeit trademark goods and pirated copyright goods provide a safeguard from applying the law of in-transit countries.  TPP’s definition of counterfeit trademark goods concern the infringement of the “rights of the owner of the trademark in question under law of the country of importation” while ACTA’s definition concerns the rights of the owner under the law of the country in which the procedures are invoked.
  Similarly, TPP’s definition of pirated copyright goods concerns infringement of a copyright under the law of the country of importation while ACTA’s definition concerns the law of the country in which the procedures are invoked.
  

C. TPP Art. 14.6 – Remedies 

TPP art. 14.6 is equivalent to ACTA arts. 20.1 and 20.2.
 Although both TPP and ACTA provide for an exception to destruction of the infringing goods as a form of remedy, TPP does not allow for the option of disposal of such goods outside the channels of commerce. Additionally unlike ACTA, TPP further notes that, except in exceptional cases, in no event shall the counterfeit or pirated goods be permitted to be exported or be subject to other customs procedures.
D. TPP Art. 14.8 – Small Consignments

This provision resembles the ACTA provisions that caused the fear of “de minimis violations” which loomed among observers during the negotiation rounds of ACTA.  TPP is essentially identical to ACTA art. 14
 since it explicitly allows an exception only for “small quantities of goods of a non-commercial nature contained in traveler’s personal luggage.”  

IX. Criminal Enforcement – Offences
A. TPP Art. 15.2 – Offenses  
TPP art. 15.2 contains criminal standards in excess of ACTA art. 23.2.
 Unlike ACTA, TPP alters the standard for criminal procedures and penalties in cases of infringement of labels or packaging or any type or nature of the product from “wilful importation and domestic use, in the course of trade and on a commercial scale”
 to a lower standard of “knowing trafficking in.”
 Second, unlike ACTA, TPP changes the threshold for infringement from “authorized use of identical/undistinguishable trademark” to a use of a trademark “which is likely to cause confusion, to cause mistake, or to deceive.” Furthermore, unlike ACTA, TPP does not require the use of the “confusing” label “on goods or in relation to services which are identical to goods or services for which such trademark is registered.” Finally, unlike ACTA, TPP explicitly protects against counterfeit or illicit labels affixed to, enclosed in, or accompanying a phonogram, a computer program, a copy of a movie, documentation or packaging for such items.
X. Criminal Enforcement – Penalties
A. TPP Art. 15.5(a) – Penalties 
This provision is substantively equivalent to ACTA art. 24
 and is identical to KORUS art. 18.10.27(a).  Both TPP and ACTA prescribe both “imprisonment and monetary fines sufficiently high to provide a deterrent to future” infringements. Note, however, that TPP also adds that such penalties should be “consistent with a policy of removing the infringer's monetary incentive.” However, TPP omits ACTA's safeguard that such penalties shall be consistent with “the level of penalties applied for crimes of a corresponding gravity.” Furthermore, TPP requires party members to establish policies or guidelines to “encourage judicial authorities to [actually] impose those penalties.”
XI. Criminal Enforcement – Seizure, Forfeiture, and Destruction 

A. TPP Art. 15.5(b) – Seizure, Forfeiture, and Destruction
TPP art. 15.5(b) is a TRIPS plus standard that extends beyond the similar standard in ACTA (art. 25.1).
 TPP requires seizure of “any assets traceable to the infringing activity” while ACTA requires seizure of “assets derived from, or obtained directly or indirectly through the alleged infringing activity.” “Traceable” is a broader standard susceptible of including a wider range of kinds of assets that can be seized. 
Additionally, TPP allows seizure of such items without individual identification “so long as they fall within general categories specified in the order.” This lowers the level of administrative due process required for a taking of property. 

TPP art. 15.5(d)(i) is similar to ACTA art. 25.3,
 but, unlike ACTA, requires forfeiture AND destruction of all counterfeit or pirated goods. ACTA requires forfeiture OR destruction. While both TPP and ACTA allow for an exception, TPP does not adopt the ACTA exception that allows goods to be “disposed of outside the channels of commerce” rather than destroyed. The lack of this exception would prevent, for example, the donation of the infringing goods to charity.
XII. TPP Art. 16:  Special measures Relating to Enforcement in the Digital Environment

A. TPP Art. 16.3 – Internet Service Provider Liability
TPP, like ACTA contains provisions concerning the liability of internet service providers (ISP’s) for the copyright infringements committed by the customers of the ISP’s. Although TPP art. 16.3 “does not explicitly require a system of secondary liability . . . it appears to leave open that possibility.”
 TPP contains more specific terms on cooperation between “service providers” and “copyright owners,” while ACTA speaks only of “cooperative efforts within the business community.”
 
TPP art. 16.3 mandates a system of ISP liability that “goes beyond DMCA standards” and U.S. case law.
 For example, TPP art. 16.3(b)(xi) requires ISP’s to identify internet users suspected of infringement. TPP art. 16.3(b)(xi) lacks ACTA art. 27.4’s requirements that (i) there be a sufficient claim of infringement, (ii) the information be sought for the purpose of protecting or enforcing a copyright, and (iii) the procedures shall be implemented in a manner that avoids the creation of barriers to legitimate activity.

XIII. Transparency and Procedural Fairness for Healthcare Technologies
Among the US Trans Pacific Partnership (TPP) proposals leaked during the Peru round was a proposed chapter on “Transparency and Procedural Fairness for Healthcare Technologies,” more widely known as the pharmaceutical pricing annex.
X.1: Agreed Principles. The agreed principles are verbatim restatements from the KORUS agreement. As in KORUS, they understate the role and importance of promoting affordability through pharmaceutical reimbursement policies. The provisions mainly discuss the promotion of “access” and “availability” of pharmaceuticals. The concept of affordability is mentioned only once. USTR’s recent white paper on TPP and medicines also defines “access” without reference to affordability concerns. One of the key purposes of drug reimbursement programs must be to promote affordable access to pharmaceuticals, not mere availability of the products themselves. This concern applies throughout the proposal.     

X.2: Transparency Related to Healthcare Technologies. The provision creates a vague requirement that “all measures” related to pharmaceutical reimbursement be administered in an “objective” manner. This concept of “objective” administration of the law is not a current US legal requirement and is not defined in the agreement. What it means in this context is unclear, which may open opportunities for pharmaceutical companies to attempt to define it through litigation. What is a non-objective administration of the law? Would public interest standards violate the test? What about the choosing of drugs for a formulary based on a multitude of factors including price and availability decisions?

X.3: Procedural Fairness Related to Healthcare Technologies. This is the core section forcing countries to use formal rulemaking processes rather than market negotiations to determine reimbursement prices. International law should not determine this important policy choice. Countries must be free to use reimbursement programs as a player in the market rather than as its regulator. 

X.3(a): The term “reasonable period” has no definition in the agreement or in US or international law. It invites litigation.

X.3(b): The requirement to disclose all methodologies used to negotiate drug prices is one of many rules forcing the government to operate as a price regulator rather than market participant. Private companies do not disclose such information to their suppliers. 

X.3(c): The requirement to give notice and comment opportunities during reimbursement decisions prevents health authorities from using negotiation rather regulation to set drug prices. Private entities do not invite public comments on their negotiations with suppliers. 

X.3(d): This is one of the most worrisome provisions in the text. The provision has two parts:


· The first part encourages countries to abandon any economy of scale benefits from pooled purchasing through government and instead reimburse pharmaceutical companies at rates “consisting of competitive market-driven prices in the Party’s territory.” The restriction to “in the Party’s territory” was not included in previous agreements and is designed to restrict countries from the common practice of using international reference prices to determine reasonable reimbursement rates. This rule is not followed in the US. Medicaid programs receive discounts of up to 50% off the list price for pharmaceuticals due to their increased purchasing power. The provision is also practically unworkable since other large private purchasers in the market will not be under any obligation to disclose their “market-driven” prices.  

· The second part of this section, read with paragraph (i), provides that if countries do not set reimbursement prices at the “competitive market-driven” price, then they must provide companies with appeals of whether reimbursement prices “appropriately recognize the value” of patents. There is no objective measure of the “value” of a patent. Economists normally define value as a function of market price. But in a monopoly market for an essential good, particularly in countries with high income inequality, this market price will be excessively high absent government regulation. It is impossible to know how this provision would be implemented. It invites litigation and promotes uncertainty. 

X.3(e): This provision mandates that countries allow companies to “apply for an increased amount” in reimbursement based on evidence of “superior safety, efficacy or quality.” This provision is potentially beneficial in embracing the idea that prices should be set based on efficacy rather than market value. Nonetheless, affordability concerns must also be an integral part of reimbursement decisions, but are not mentioned. 

X.3(f): This provision mandates that governments allow companies to “apply” for reimbursements for additional medical indications for products. The provision has no requirement that the additional indications applied for first be approved by the government’s medical registration authorities. It rather suggests that the safety and efficacy information would be submitted directly to the reimbursement entity, side stepping regulatory authorities. 

X.3(g, h, i): These provisions require that governments provide written reasons for every decision [(g) and (h)] and then provide an “independent appeal” of any reimbursement decision (i), presumably based on the substantive restrictions on reimbursement programs defined in X.2(d). These provisions will likely increase pharmaceutical company negotiating power to exact higher prices from governments through litigation threats.   

X.3(k): This provision requires that all members of reimbursement committees be made public, presumably to enable targeted lobbying from pharmaceutical companies. Such lobbying can be detrimental to public decision making, especially when linked to unethical gift giving that has plagued pharmaceutical marketing in the US and elsewhere.

X.4: Dissemination of Information to Health Professionals and Consumers. This provision attempts to set drug marketing policy through trade agreements. It would mandate that countries allow certain kinds of direct-to-consumer and direct-to-physician marketing efforts over the internet. This is a subject currently subject to regulatory investigations in the US and would be contrary to the drug marketing laws of many countries. The provision would appear to make illegal a proposal by Representative Waxman that companies not be allowed to engage in certain kinds of direct to consumer promotion in the first three years of a drug’s time on the market. 

X.5: Ethical business practices [no text]. As in other areas of the TPP, provisions protecting corporate concerns are well developed and those potentially protecting consumers are absent. This section should consider standards that would ban gift giving and other pecuniary relationships between pharmaceutical companies and prescribers or government health officials. It should ban off-label marketing of drugs. It should mandate private and public rights of action against fraudulent and misleading marketing practices.

X.6: Cooperation. As in the agreed principles, this provision appears tailored to promote a conception of “availability” that does not include affordability. The key concern of countries in the region, and in particular the US, should be on sharing information on how best to ensure the affordability of medicines in the context of the ongoing economic crisis. 

X.7: Definitions. Few of the key terms in the agreement are defined, including “access,” “value,” “reimbursement” and “health care programs” as applied to the scope of coverage, “transparent,” “verifiable,” “objective,” “competitive-market derived,” “independent” as related to “appeal or review.” 

X.7 fn 2. (US carve out?). In previous agreements with the US including pharmaceutical chapters, the US has claimed that they have no application to programs in the US. The KORUS agreement included a footnote stating: “For greater certainty, Medicaid is a regional level of government health care program in the United States, not a central level of government program.” This footnote has been criticized in the US for potentially leaving vulnerable other US programs that control prices on drugs in government programs, including through Medicare and the so-called 340b program. TPP removes this footnote form the proposed text and substitutes a bracketed place holder for clarification of the scope of application. This should be concerning to US health advocates and officials. A letter from several senior members of the US Congress, released during the Chicago round of negotiations, instructed that “TPP should not undermine either U.S. or other member countries' current or prospective, non-discriminatory drug reimbursement policies and programs (e.g. Medicare, Medicaid, the VA, and other programs).” Vermont Governor Peter Shumlin wrote President Obama with respect to a possible TPP pharmaceutical chapter:

Even if a chapter was proposed that did include a Medicaid carve-out, state leaders believe it is inappropriate for U.S. trade policy to advance restrictions on pharmaceutical pricing programs that U.S. programs do not meet but for technical carve outs.
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