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PREFACE

The CanadaCalifornia Strategic Innovation Partnersti@CSIi® 0 61 & f F dzy OKSR Ay WLy
group of distinguished academic executives and government dffitiem Canada and the State of
California, includinddr. Robert Dynegthe President of the University of Californi®y. Arthur Carty

6/ FylRFEQa bl (A2 yAlif DuldddanEMacIepagd@ A YA NI X4 / 2y adzZ DSy
Angeles and San Francisco, respectively).

hyS 2F //{LtQ& LINAYIFINE 3I2Ita Aa (G2 LINRBY2GS O2ftfl o
from across Canada and the State of California, preferably leading to exnafization opportunities in
one or both jurisdictions.

In addition to the various technology working groups established within CCSINetttere Capital &

Intellectual Property Working Groupas formed to report on crossorder financing and intellecal

LINE LISIRZI®® A&xadzSa GKFEG O2dzZ R AYLI O GKS adz00SaaTdz
committee has now published two reports: the first in July 2006 on dposder financing, and this

report on crossborder collaborative IP agreements. Bopublications are available on th€CSIP

Wiki.[1]

Cross-Border Financing Report

In July 2006, our committee tabled ifsst report, which included a series of recommendations and
observations related to changing certain Canadiafatgiral trade and crosborder taxation issues. In

their current form, these issues act as an impediment to ctussler inwesting and the funding of
Canadian innovation. They have historically triggered materially expensive legal workarounds for those
Canadiarbased deals that involve U.S. based venture capital investors. An update on progress in these
matters can be found othe CCSIP Wiki]

Intellectual Property Report

The July 2006 report also highlighted the existence of certain fundamental and material differences in
U.S. and Canadian IP laws and practices. Many of these differences are germane to the commercial
outcomes from crosborder research collaboration andf mot properly considereda priori in the
appropriate agreements, have the potential to negatively or materially impact the sharing or
commercialization of jointly developed IP.

The initial report also noted that, while universities and research centrdsoth jurisdictions have
existing IP practices, the research initiatives inspired by any -barster research program would
benefit from a reference document that sets forth a higlrel framework for definitive crodsorder
collaborative research and l&greements. Such a reference document would also ideally serve to

(1) http://142.103.216.236/ccsip/Wiki%20Pages/Home.aspx
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facilitate the development, commercialization, and financing of IP that may or may not be jointly
developed through croskorder collaboration.

This second report is intended to be sucheference documentHerein we provide @omprehensive
approach towards framing and developing definitive agreements Widtenhancethe management
and commercialization dParising from crossorder collaborative research agreements.

The format of this report is readily extendible to provide reference frameworks to guide Canadian
research institutions, and international partners in other jurisdictions (beyond California and the U.S.),
where the goal is to enter into strategic interamtis that have the potential develop and commercialize
guality and investable IP.

The CCSIP Wiki

The contents of this report are also presented online on@@SIP Wikite,[1] in the belief that this will:

OA0 NBYRSNJI 6KS NBLERNI Y2NB gARSte O0O0OSaaArofsSx
within the report, (iii) provide a seamless link to the supporting reports and websites referenced in the
text, and {v) permit its contents to be updated in an ongoing manner by a wide range of contributors.

We sincerely hope that the CCSIP Wiki will become a living document that grows and evolves with time

and use.
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INTRODUCTION

IP and IP managemerdre not just about patents and the licensing of paterdty/ § St f SOl dis f t NP L.
a much broader concept that includes, bstnot limited to, the management of trade secrets, know

how, copyrights, trademarkdP-related agreements, antP risks (such as freedetm-operate). All of

these RANBOGE & AYLI OG +y Ayy20FidA2yQa tA]1StAK22R 27F
many, orappropriatelyprotected foreventual commercial benefit.

In its simplest form, IP that is develapentirely by an institution in a given country is governed by that
f20FGA2yQa f lagdarovindialonstéts level BRtSvhEk Happens when an IP asset is jointly
developed through collaboration across borders and there are two different sietaws that could
arguably apply to the inventich

The CCSIP IP Framework

Thisreport is intendedto provide an IPprimer for Canadian and Californiaresearchinstitutions and

their researchers who are contemplating entering into collaborative research agreements that involve
the exchange of knowledge with their peersross the 49 parallel

The overarching goal of this report is to aid in dreation of Hig-Quality Investable |[Rhrough the
implementation of valuebuilding IP management practices.

Objectives of the IP Framework

M Clarify the complex IP landscape in both Canada and California.

91 Describe a conceptual framework that identifies the various issumebterms that future
definitive CCSIP IP agreements should consider.

9 Highlight and explain the significance of specific ctumsler jurisdictional IP differences.

¢ 9yadaNBE GKFG GKS O2YYSNOAFtte @AlFLoftS Lt 3ASYSN
alFryYyRFENR 2F Lt LINRPGSOGA2yeés LXFOAY3a AlG AY
investment.

9 Provide an educational reference guide for IP related issues that may affect CCSIP projects.

9 Provide guidance on the treatment of different research ougp(publishing, sharing know
how, patents, trade secrets, licensing, stapg companies, etc).

i Effect a positive change in the IP management practices along the Research and
5808t 2LIYSy( RDEZE 6 SORVERNDABE AT I GA2y O2ydAy dzdz

1 Recommend policy emges that will enhance the likelihood for successful
commercialization from CCSIP and other traonsder projects.
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Scope
Collaborative research projects, and particularly ciossler projects, engender a wide range of issues

including project managemerdand reporting, budgeting and expenditure control, confidentiality and
publication, compliance with ethical and regulatory standards, risk management, and IP. This document
will focus exclusively on IP and will only touch upon other areas inasmuch as thyeympact the
management of IP assets or risks.

C2NJ Of I NR wie8eBrchiinktifutiod SNM K& OK A& dzaASR f A0SNIffé& KNP
interpreted to includeuniversities, colleges, federal laboratories, and research hospitals.

This report is primarily intended to be a reference for research institutions, through their technology
transfer offices, sponsored research offices, or third party commercialization offices (or their
equivalents) that are engaging in CCSIP projects cerathossborder collaborations. The material
presented herein is also of relevance to professional service providers, padngranies (sphoffs,
startups and private sector companies), investors and government poliers who are participating

in CC# projects.

Its goal is to ensure that the IP created by CCSIP will be appropriately shared, properly protected and
effectively managed to deliver the maximum commercialization, economic and social return.
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Chapter 1: THE TECHNOLOGY TRANER ENVIRONMENTS IN
CALIFORNIA AND CANADA

Introduction

Canada and the State of California have similar populations and economic outputsnameény
respects, a similar environment for the transfer of academic innovation into industry. However, there
are several important differences in both IP law and technology transfer practice that need to be
considered at the outset of a crebsrder research collaboration. This chapter runs through the legal
environments in California and Canada in a stepwise fasliii@h describing the international treaties
that are relevant to both jurisdictions before stepping through the institutional environments, federal
and state/provincial laws, and policies of major funding organizations.

International IP-Related Treaties

International treaties, conventions, and agreements provide a framework for trade between numerous
countries, including the U.S. and Canada, and set minimum standards with respect to each signatory
O2dzy UNEBEQ& Lt flFgad Ly | obtEiihellP lawsidndhe SignatoryickuditieS I I NE
to a high degree of conformity. Despite the common IP framework in place (discussed in Chapter 2),

there are considerable differences in the technology transfer practice between the two jurisdictions,

with federal laws in the U.S. providing a high degree of homogeneity that is not found in Canada.

Canada and the U.S. are each party to several international treaties and agreements that relate to IP
law, including:

 The Berne Convention for the Protection of Literary and Artistic Workbee Berne
Conventioré 0

1 TheWorld Intellectual Property Organizati@n&IPCG Gopyright Treaty

1 The Agreement on Trade Related Aspects of Intellectual PropertytR{{fiRIPS Trade
Related Aspestof Intellectual Property RightS[ERIPS [

1 TheParis Convention for the Protection of Industrial Propédfiyhe Paris Conventiai

9 TheNorth American Free Trade Agreem¢mtlAFTA)

1 TheGeneral Agreement on Trade and ServieEATS)

TheCanadalU.S. htellectual PropertyTreaty

In order to facilitate crosborder research interactions, in 199he U.S. and Canadian governments
entered into a treaty known a3he CanaddJ.S. Intellectual Property TreatyThe treaty provides a
framework for the management dfP that, in the absence of a written agreement to the comyra
governs IP management practicks cooperative research activitiethat occur between the federal
departments and agencies of the two countries

8| Page


http://www.wipo.int/treaties/en/ip/berne/trtdocs_wo001.html
http://www.wipo.int/
http://www.wipo.int/treaties/en/ip/wct/
http://www.wto.org/english/docs_e/legal_e/27-trips_01_e.htm
http://www.wipo.int/treaties/en/ip/paris/trtdocs_wo020.html
http://www.nafta-sec-alena.org/
http://www.worldtradelaw.net/uragreements/gats.pdf

More specifically, the treaty provides a framework to ensure that each party is aware of IP that is
generded during collaborative research and gains the appropriate rights to and benefits from such IP.

To be clear, this treaty only applies to reseamnducted byl 3 Sy OASa 2F GKS O2dzyi
governments, notfunded bysuch agencies. In addition, theeity does not apply to collaborative

research conducted between academic institutions.

The Canadd).S. Intellectual Property Treaty requires that a written agreement covering IP management

and ownership, exploitation/publication rights, and dispute re$iolu is in place between the parties,

either before the collaboration begins, or shortly after the generation of any jointly developed IP. The

treaty requires that these agreements cover many of the standard dvosger collaborative research

issues thatare described in Chapter, & A 1 K 2 A8 I §R2WRE ALISOAFAOIGA2Yy (K
collaborative agreements cannot include binding arbitration as a primary dispute resolution mechanism;
arbitration can only b&ntered into after other attempts by # parties to resolve the disputeave been

made andeven then onlywith the consent of both parties.

More Information on The Canada.S. Intellectual Property Treaty can be found in Appendix A.

CCSIP Impact:

TheResearcland InterInstitutionalagreements as set out i@hapter 3will normally comply with
most requirements of The Canadac US IP Treatywith the exception thatwhere the
collaboration involvesfederal agencies of the .H andor Canadian governmentsbhinding
arbitration should notbe includedas a dispute resolution mechaniamless discussions betwesq
the parties fail to resolve the dispute and both parties agree to enter arbitration.

The Californian Environment

The Homogeneity of CaliforniafiechnologyTransfer Practice

California has a diverse system of public and private centres of research and higher edugafioe.[

public education system is threa@ered, comprising the ten campuses of The University of California

UG vV aeaiusSyYr GKS Ho O HerUndessi§ SystentandilKBcommuritp colRged/id | { G
the California Community College system. Additionally there are numerous private colleges and
universities.

'/ Ada GKS NBaSINOK SyaiysS 2F (GKS adl dSQash8RdzOl G A z
faculty in almost every field. Th&).S. News and WorlBeportand the Academic Ranking of World
Universities rates eight of its undergraduate campuses as among the top 100 in the world, six among the

top 50, and two among the top 25 universities. THE Technology Transfer Prograsnranked first

among U.S. universities, both in terms of thember of patents grantecand in the number of

(1) For a complete list selettp://en.wikipedia.org/wiki/List_of colleges_and_universities_in_California
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successfully commerciaéd inventions. Commercialization efforts are distributed within the UC system,
with each campus having a separate, though centrally coordinated, technology transfer 2ffideg[
California State University system has more of a teaching focus thanGhsystem but nevertheless
undertakes a significant level of research. As within the UC system, technology transfer activities are
distributed across the respective campuses. There are also over 80 private colleges and universities in
California, includingesearch and commercialization powerhouses such as Stanford and the California
Institute of Technology.

Nearly 50 of the 600 or so federal laboratories in the U.S. are located in California, making the state
home to the largest concentration of federal ezsch laboratories in the United States. Well known
national laboratories in California include the Lawrence Livermore National Laboratory, the Lawrence
Berkeley National Laboratory, the Sandia National Laboratory, the Stanford Linear Accelerator Center,
the Ames Research Center, and the Jet Propulsion Laboratory. Each of these laboratories has its own
active irhouse technology transfer programs for stimulating collaborative research and licensing to
industry.3]

Research, IP and commercialization in th&.Uare largely governed by federal legislation such as the
BayhDole Act and the Federal Technology Transfer Act. These two Acts, which are designed to stimulate
technology transfer and the economic benefits that flow from pubffalyded research, implity

provide a national framework and therefore homogeneity to researaimmercialization activities in the
United States. Each of the public education systems and federal labs houses its own technology transfer
centre whose practices fall within this coromframework.

Federal Legislation

The BayHDole Act

Prior to 1980, the commercial development of IP developed using U.S. federal government funding was
impeded by unclear IP ownership policies and federal licensing practices that did not incent commercial
development. U.S. funding agencies were generally reluctant to allow inventions made using their
resources to be owned by universities and other grantees; this resulted in the federal government
having accumulated a portfolio of close to 30,000 patentswbich fewer than 5% were licensed and
commercialized. The government made these patents available only feexdusive licensing, so few
companies were willing to invest the time and resources required to develop products based on these
patents withoutthe necessary exclusivity to protect their market position. This situation led to the
enactment of the Bayole Act, which recognized the economic stimulus that could be provided by
more effective technology transfer from government funded researcthe Act provides clarity and

@! NBLRNI 2y !/ Qa O2yiNRodziA2y (2 SIOBNVRPYNPATNR 6G el azMBE Y KSG NEA
Contributions to Economic Growth, Health, and Culture: An Impact Study for The University of California Magch 2003
@)ArecentNB LR NI 2y [T AFT2NYALFIQa NBAARSYG blLdidAzylf [Fo2NI 02NRASE |y
http://www.ccst.us/publications/2006/LabReport.pdf

(4) A good summary is provided bytp://www.cogr.edu/docs/Bayh_Dole.pdf

10| Page


http://www.universityofcalifornia.edu/itstartshere/report/fullreport.pdf
http://www.universityofcalifornia.edu/itstartshere/report/fullreport.pdf
http://www.ccst.us/publications/2006/LabReport.pdf
http://www.cogr.edu/docs/Bayh_Dole.pdf

uniformity to IP ownership and a framework that allows for exclusive licensing. Under the Act, IP
ownership now rests with the awardees of federal funding, such as universities and other research
institutions.

The BaykDole Act applies to all inventions conceived or reduced to practice in the performance of a
project funded by the U.S. federal government, whether the government is the sole funder or not. The
Actgoverns four major aspects of IP and commercittinethat results from federally funded research:

1. Ownership- The most fundamental aspect of the Bable Act is the clarity it provides to the
ownership of IP developed using federal funding. Under the terms oAtheuniversities, small
businesses, rad nonprofit organizations can, within a certain time period, elect to own and
commercialize the inventions that arise from federdlipded research. They are required to
ensure that faculty and staff members disclose and assign all such inventione faniing
university.

2. Reporting-The funding agency and federal government retain certain rights to be informed
about the technology and its commercialization, including patenting activities and utilization by
licensees.

3. Rights Retained- The funding agency retains certain rights with respect to ownership and
commercialization of the technology. In the event that the university elects not to take title to a
subject invention, the funding agency may do so. The funding agency may alsotifiieaha
patent applications in the name of the United States in jurisdictimnsvhich the university
chooses not to file. The Baypole Act also requires that the university provides the government
with a confirmatory, norexclusive, royaltyree, nontransferable, irrevocable, paidp license
to practice or have practicegthe invention on behalf of the U.S. throughout the world.

4. Commercialization Requirements- While allowing exclusive licensing practices where
appropriate, the BayDole Act also provies limitations with respect to the mechanisms by
which universities can commercialize technologies, and distagtain terms that must be
included in license agreementsThese limitations are important to understand when
developing a crosdorder collabaative research agreement and commercialization strategy.

1. Assignment Under the terms of the BayBoleAct, U.S. universities cannot assign their
ownership of inventions to third parties, including the inventors and imetitutional
partners without awaiver from the funding agency. Hence any jokuitgated IP cannot
readily be assigned to Canadian research institutions for ongoing management.

2. Benefit to US Economy IP that is governed under the Baiflvle Act, including any
joint-IP that is being meaged by a Canadian party, needs to adhere to the terms of the
Act that are explicitly designed to benefit and stimulate the U.S. economy -Baigh
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requires that, unless economically unfeasible, exclusive licenses must contain terms that
obligate the licasee to substantially manufacture the product in the United States.

In the absence of ctunding by a large company, under the Act, U.S. companies with
fewer than 500employees (smakntity companies under U.S. patent law) must be
favouredwhen seeking commercial partners.

March-In Rights- Finally, irrespective of any exclusive licenses the university may have
entered into, the U.S. government retains the right to require the research institution to
grant additional licenses under certaitircumstances. While potential licensees to
inventions that are governed by the Baljivle Act are often concerned about the
potential erosion of commercial rights created by such MadrciRights, there is solid
precedent that suggests that the U.S. govasent is reluctant to invoke these rights,
realizing that to do so would negatively impact the incentives around commercialization
that the BayhDole Act was enacted to provide

Because the vast majority of academic research in the U.S. is funded bylfgdemting agencies,
university IP policies are normally consistent with thverarching principles provided by Babole.
Indeed, for an invention made at an institution that receives federal funding to fall outside of the Bayh
Dole Act it must be showrhat the norrgovernment research did not diminish, distract from, interfere,

or cost the federal research in any way. Therefore, while universities may treat inventions that are not
developed with the use of federal funds outside of the BByie restrictims,in practice any invention
issuing from a research group that has accepted federal funds tends to be treated as falling under

BayhDole. In generaglU.S.universities have seen the benefits of applying a consistent policy t& all
regardless of the fuiing situation.

A more detailed summary of the Bajlole Act can be found in Appendix B.

1

CCSIP Impact

Any IP generated with funding from th&).S.federalgovernment will be subject to Baybole In
practice this means that effectively &t developed ator with U.S universities will be subject t
the following rules:

U.S.institutions are precluded from assigning ownership of inventions to third par
including academic collaborators, inventors, or commercial partneithout first
obtaining a waivefrom the funding agency

Licenses to inventions developed under B&dle are required to include terms ths
require the licensee to substantially manufacture products inliinited States.
Licenses to small entities (<500 employees) are preferred.

The U.S. government retains the right to require that thestitution grants additional
licenses to the technology if it feels the technology is not being appropriately deve
2NJ dziAf AR PRwHEKG ADK

12| Page



i TheU.S.government retais a nonexclusive, worldvde, royaltyfree, ongoingright to
practice the technology.

The Federal Technology Transfer Act

The U.S. Federal Technology Transfer Act of 1986 made technology transfer the responsibility of every
federal laboratory scientist and engineer, and mandatieat such activities be considered part of the

SYLX 28SSQa LISNF2NXIYyOS S@ltdzZ dAz2yd LG NBIljdzANBa | ¢
to transfer technology to partners in industry and government. Federal agencies are mandated,
wherever ssible, to preferentially grant neaxclusive licenses and are required to preferentially

license inventions to U.®ased firms, particularly those that will develop and manufacture licensed
products in the United States. However, in appropriate circamsts, foreign firms may receive

licenses, including broad exclusive licenses, for the countries in which they operate or even receive
exclusive worldwide licenses if no U.S. organizations express sufficient licensing interest.

The Federal Technology Tréars Act also provides for the creation of Cooperative Research and
5SSt 2LIYSYy (i CRADBESY SFKAOK Gl NB f S3Ft |3INBSYSyia
and a nonrfederal government organization to collaborate jointly on a research projeatomtrast to
industry-sponsored research arrangements at universities (see section ofEXEaRpt Bonds below),
industry partners can preegotiate commercial licensing terms in CRADAs at the outset of the
collaboration. Exclusive patent licenses, partidyldhose negotiated through CRADAs with the Public
Health Service, generally include clauses requiring exclusive licensees to reasonably price the resulting
products, particularly breakthrough drugs and biopharmaceuticals.

(@]
(p))
—

CCSIP Impact

Any IP generated inollaboration with a U.S. Federal Government Laboratory will be su
to the Federal Technology Transfer Act. This will requigéepential granting of nofexclusive
licenses tdJ.S-based companies and companies that will substantially manufactureupts
in the United States.

U.S. Export Control Laws

OELIR NI O2yiNRt NBIdzA I GA2ya Ay GKS | OEARIY &dyOK i KaS
LYGSNYIFGA2YFE ¢ NI ATAR® A f NIBNIRS avik ST BRI iR 2vgggothada NB & G N
could contribute to the military potential of adversarial foreign powers, (ii) prevent the proliferation of
weapons of mass destruction, and (iii) advance U.S. foreign policy and trade5joals.|

(5) For further information seéttp://www.cogr.edu/docs/export%20controls.pdither interesting articles on this topic can be
found at the main COGR Export Controls padtp://www.cogr.edu/files/ExportControls.cfm
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Both EAR and ITAR apply to the transfer of phys@ak, information (including IP) and the provision of

services exported to parties either outside of the U2SNJ 12 F2NBA Iy VY I Ddetalll £ & A y:
Exportst 0 ® 2 KSy | ! ®{ ® dzyAGSNEAGE A& O2yamadridhdga Sy 3l
the case where it is contemplating an IMeistitutional Agreement with a foreign university, it needs to

consider whether an export license is required. Failure to obtain a license where one is necessary carries
severe penalties under U.Sdferal law, including the possibility of prison sentences for the individuals
involved. Fortunately, though export control regulations cover nearly all fields of scientific and
engineering research, there are a number of exceptions and exemptions thapplieadle and relevant

to the research efforts at U.S. institutions.

¢ KS LINRA Y NE FindeinertalARzséarch ExendpfgBwhiéh states that no export control
license is required when the subject information is in the public domain or if the r&séscarried out
openly and without restrictions on publication or access. Where this exemption applies, there are no
restrictions on the dissemination of research information and foreign nationals may participate in the
projects. Maintaining the benefit of the Fundamental Research Exemption is important to U.S.
universities, so EAR and ITAR provide incentive for the institutions to ensure that research is conducted
in an open manner and with fully publishable results. U.S. universities will therefoder unormal
circumstances, not accept contract language that restricts publication of results beyond a short period
that may be required for review and patenting.

When considering crodsorder collaboration it is important to realize that the Fundamentas&arch
Exemption applies only to Deemed Exports; that is, to the disclosure or transfer of information and
materials within the United States. The exemption does not apply to the shipment of materials or
services across U.S. borders (i.e. when a spéigfit or information about that item is controlled by
EAR or ITAR), though other exemptions may apply.

In general terms, the vast majority of IP exports do not require export control licenses. Furthermore, the
transfer of information and materials to Canad@agenerally exempt from U.S. export control laws,
outside of information related to chemical and biological weapons, and information and material
controlled by the Firearms ConventiolEARare of significance to material transfer agreements
OMTAS 0 Iwing @h@man pathogens, zoonoses, toxins, animal pathogens, genetically modified
microorganisms, and plant pathogens, all of which will very likely require an export control license.

There are certain embargoed countries where U.S. policy is to deny elkpamses. If a Canadian
institution is managing joint IP on behalf of a U.S. institution it should be cognizant that the granting of a
license to a company situated in an embargoed country may be prohibited under U.S. export control
laws.

A more thoroughrieatment of U.S. export control laws can be found in Appendix C.

CCSIP Impact

1 In order to maintain exemption to export contrdesearchAgreements withU.S.universities
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will require that results from research projects are fully publishable (a steday for sponso
review or patent preparation is acceptable).

1 Export licenses between thd.S.and Canada are rarely required; however, material tran
agreements involving human pathogens, zoonoses, toxins, animal pathogens, gen
modified microoganisms, and plant pathogens will very likely require an export co
license.

1 For IP developed in thdJ.S. licenses subsequently grante companies based in, @
substantially owned bycountriesthat are embargoed by the U.Suill require an export
permit.

Tax Exempt Bonds

U.S. universities often finance the construction of buildings through the use -@xempt bonds. These

are financial instruments that a university can issue to finance construction. The investors én thes
bonds benefit because they are not taxed on the interest accumulated on the bond. Due to the tax
exempt status of these investments, taxempt bonds are generally issued at lower than market rates
of return, thereby enabling the university to financeilding construction at a low interest rate.

¢CKS LYGSNYyIFt wS@SydzS Rrieate Busineys UseK 2 F! ® OAET AVASa ORY
the proceeds of tasexempt bonds to 5 or 10% of the amount of the bond issuance. The Tax Reform Act

of 1986provides that Private Business Use in excess of these percentages will invalidate-¢kertapt

status of the bond, thereby requiring bond investors to pay tax on their income from the bond.
Maintenance of the tasfree status of the bonds is critical the issuing institution. If the bonds become

taxable, the university will be required to either make the bédmlders whole for the additional tax

burden or risk losing credibility in the bond market, thereby raising the interest payable on future bonds
andaffecting future financing and building construction efforts.

Industry-sponsored research is an activity that has been identified as potential Private Business Use.
However, the Internal Revenue Service has established that research agreements do miotgou
Private Business Use if the sponsor pays an dength price for the use of the research results and that
such price is not determined until the technology is available for use. Therefore, where facilities built
with tax exempt bonds are used theSRprohibits the university from preegotiating business terms,
including royalty rates, royalty caps or royalty ranges for licenses to resultant IP and requires that royalty
rates are at fair market value.

A more detailed summary of U.S. TEaxempt Bondsan be found in Appendix D.

CCSIP Impact

U.S.universitieswill not pre-negotiate business terms for a license in a sponsored research agreq
with industry if research is conducted in a building funded byeteempt bonds.
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California State Laws

Fundingfrom the California Institute for Regenerative Medicine

The California Institute for Regenerative Medicige@RM 0 ¢ & ONXB I S Raliforéiass G KS { @
Proposition 71(2004), which authorized it to issue $3 billion in grants, funded by bonds, over ten years

for embryonic stem cell and other biomedical researctan® administered by CIRM are subject to a

number of rules and regulations, some of which mirror those provided by the-BalghAct, and some

2T GKAOK LINRPGARS ALISOATAO GoSYSTFAG (2 [ FEAF2NYAL ¢
funded invetions but does require that grantees report to the Institute on inventions made during the

course of funded research. These reports must include details of patents filed and abandoned, all
sources of funding that contributed to the invention, publicatioremd any licenses, MTAs or
collaborative agreements.

CIRM awardees are required to make reasonable efforts to commercialize-f@h@ddl inventions,

preferably through norexclusive licensing. Exclusive licensing is permissible when exclusivity is believed

to be an economic incentive necessary to achieve commercial development. Such arrangements require
0KS tAO0Syaz2N) (G2 dzyRSRefeptqr SomBadgS (FRA  Siy3aSyNIS  (iRK1 (G KGSK &@
effecting commercialization. Exclusive licenses mugubgfied to CIRM in writing and the agreements

Ydza i O2ydr Ay LISNF2NXIYyOS GSN¥ya NBfIFIGSR (2 G4KS tAO

With respect to benefit to California, CIRM awardees are required to make published biomedical
material freely availableor available at cost, to Californian researchers upon request. Awardees are also
required to share a portion of any licensing revenues with the State of California. The proportion varies
depending on the proportion of CIRM funding to the total fundingttled to the development of the
invention and to the total revenue collected by the awardee. Furthermore, prior to commercializing a
drug that resulted from CIRM funding, awardees, or their exclusive licensees, must submit a plan to
CIRM that details howininsured Californians will access the drug, the pricing of which must be
consistent with the terms of th€alifornia Discount Prescription Drug Prograimally, CIRM maintains
Marchin Rights, similar to those provided for under the B&dle Act, if thetechnology is not being
commercialized appropriately or if certain terms of the CIRM funding agreement are not being adhered
to.

For a more detailed description of CIRM funding regulations as they relate to IP and commercialization,
please see Appendix E the CIRM websitg6]

CCSIP Impact

9 Biomedical research tools funded by CIRM must be made available to Californian rese
for free or at cost.
1 Exclusive licenses to therapeutics developed using CIRM funding should state that a

(6) http://www.cirm.ca.gov/reg/default.asp
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ensure access by for uninsured Californians to the resulting drugs must be submitted tq
prior to the commercialization of such drugs in California.

1 CIRM retais Marchin Rights, and can compel grantees to grant additional licenses i
institute feels that the technology is not being appropriately commercialized.

9 A portion of licensing revenues must be returned to Sha&te of California

Policies of Major Funding Organizations

The National Institute of Health

The National Institute of HealtoNiHE 0 A& o0620K I FSRSNIf NBaSIkNOK Ay
agency in the United States. Hence intramural research conducted by the NIH is subject to the Federal
Technology Transfer Act while extramural research funded by the NIH is subject to th®d@ayAct.

NIH funding agreements with foreign grant recipients contain substantially parallel rights and obligations

to those provided for under the Baybole Act. Therefore Canadian NIH grantees can own any IP that

arises out of the funded research bate subject to the other terms of the Act, including reporting
requirements, the requirement to preferentially license to companies that will manufacture products in

the U.S. and Marcin Rights. A Canadian grantee is also subject to the reporting regemtsnon

inventions and is required to comply with the other terms of the BByite Act, as described above.

In addition to the requirements mandated by federal law, the NIH also has its own set of funding
policies,[/] and publishesPrinciples and Guideliaghat provide guidance to the recipients of grant
funding.B] These guidelines provide that, to protect academic freedom, agreements that unduly limit
collaboration, publication or the dissemination of Nikhded research should not be entered into with
third parties. The NIH also provides a considerable amount of guidance with respect to the use and
dissemination of research tools and materials. The guidelines are intended to ensure that unique
research tools are accessible in order to facilitate furthe@medical research. The NIH defines research
tools as including: cell lines, antibodies, reagents, animal models, combinatorial chemical libraries,
Oft2ySa IyR Ofz2yAy3a G22ftax FtyR RIGlIOolIrasSa FyR O2YL
researchtools should not be patented unless further research or investment is necessary to foster their
usefulness. Furthermore, widespread nexrclusive licensing is preferred as a mechanism for
commercialization. Exclusive licensing to distributors, or in daqaar field where the right to distribute

is reserved by the licensor, is permissible. Institutions are encouraged not to overvalue research tools
which could discourage their dissemination and use.

Ultimately the NIH places the onus on the institutiorejgpropriately manage interactions that have the
potential to restrict the dissemination of research tools. Recipients of materials are expected not to
agree to unreasonable terms in MTAs, though legitimate industry concerns should be considered.

(7) The complete set of NIH funding policies can be founchép://grants.nih.gov/grars/policy/nihgps_2003/index.htm
B¢KS /2dzyOAf 2y D2@SNYYSydlf wSt IRidciplgsand ClidelindSheR GA RSR | & dzY Y| N
http://www.cogr.edu/docs/ResearchTools.htm
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CCSIP Ingzt

NIH guidelines encourage n@xclusive licensingnd disseminatiomf research tools

The Canadian Environment

LY WHnannc /FYyFRIYE NIXGA2 2F 3INRAaA GERRIS yIRA (1dzZNBEANR FY N
INRP A& R2YSaGDRO® |BaRRUI@IOW tihed®.62 ration of the U.S. and the OECD average

of 2.25.p] Despite lagging other countries in this regard, government support for R&D in Canada
remains relatively strong, ranking first in the G7 in 2003 for public sector investmentadlie R&D

investment can ultimately be traced to the private sector, which invests substantially less in R&D in
Canada than in the United States. In 2007 Canadian industry financed and performed 47.8% and 54.4%

of all R&D, respectively. By comparison, idgrthe same year, industry in the U.S. financed and
performed 64.9% and 70.3% of all R&D, respectivid/Jn 2006 only 22 companies in Canada spent

more than $100 million per year on R&D. Only a handful of Canadian companies rank well for R&D
expenditures on a global scale. The federal government in Canada incentivizes research activities in the
LINAGFGS aSOG2N) 6KNRPdzZZK LINRPBINI Ya adzOKNRED {ALKRdlGNE
wSaSI NOK ! 4daA dRARYWGS ttNYEReg Mddgvani,anddthe Scientific Research and
QELISNAYSY (Il SEEEPSt ALIESYNBRAG LINPIANI YO LyRdzAGNRI ¢
product development and process improvement, with only 4% of the total allocated to basic research.

I'FYyFRFQa 20SNIff NBaSINOK SFF2NI Aa KAIK O2YLI NBF
/' FyFRFQa SO2y2YAO o061 &S 06SAy3a A ych atliviliedzieihdfto baldBva 2 dzZND S 3
Canada also has a relatively high number of smaller companies that, as a group, do not tend to conduct

as much research as larger companies.

Overall, as compared tdhé U.S. and many other countries, the relative contribution of universities to

The responsibility for Canadian universities lies with provincial and territanedrgments. There are 68
universities in Canada, 13 of which are considered research intensive, 17 of medium size, and the
remainder small. Researéhy 1 Sy aA @S AyadAddziAzya FINBE 3ISYySNIffe
areas.lL1] In 2006 only six Canadhi institutions would have qualified to rank within the top 50 U.S.
universities for research and development.

The Diversity of Canadian Technology Transfer Practice

As compared to the situation in the U.S., the federal government of Canada providesrativgha little
direct oversight on technology transfer activities. Canada does not have a legislative equivalent to the
BayhDole Act and the lack of a natiavide policy with respect to technology transfer practices has led

(9)The Association of Universities and Colleges of CaKddai NB OSy (i f & LJdzo f Mémkrur ¢ 2008NRBpoie NI Sy G A
on University Research and Knowledge Mobilizationi K| ¢ RSGFAfa GKS ad021LI8 2F wgs5 Ay /[yl
(10) Main Science and Technology Indicat@@081. Organization for Economic @peration and Development. April, 2008.

(11) NSERC has provided a portrait of the Canadian R&D landscapettjs#evww.nserc-crsng.gc.ca/_doc/RepoHs
Rapports/Consultations/GSCStructure/APortraitOfCanadianRandD _e.pdf
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to the development of an asstent of IP policies and practices across the spectrum of Canadian
research institutions2]

Canadian federal funding agencies, with the exception of the Canadian Institute of Health Research
6GHR 0 YR bSGg2N] / SNCENKEA NBTneral ¥epoftittsf régyBrientsd vith

respect to inventions and do not have the capacity to take assignment of, or otherwise manage, IP.
There are no direct counterparts in Canadian law or grartimgncil policies to the Bayh2f S | OG0 Qa
requirements for instutional ownership of IP, manufacture in Canada, Marcirights, or limitations

on commercialization avenues. Though, as described below, a number of funding agencies do require
that benefitto-Canada is considered when commercializing resultant IP. Ist m@ses, Canadian
institutions can assign their rights in technologies to third parties, including the inventors of
governmentfunded technology.

Though there are numerous variations on these themes, there are three hypad of IP ownership
policies & Canadian research institutions:

1. The Institution Owns the Intellectual Property

9FFSOGAGSt e SldaA@dltSyid G2 GdKS Lt LR{-AOASRE |G

IP policies, a creator of IP is required to disclose and assigh hed Sy G A2y G2 GKS A
technology transfer office. In most cases, this obligation is only triggered if the inventor desires

to patent or otherwise commercialize the technology. Such policies generally apply to
patentable inventions and software. &hcopyright ownership of Scholarly Works normally

resides with the author(s).

2. The Researcher Owns the Intellectual Property

At many Canadian universities, in the absence of contractual obligations to the contrary, the
ownership of inventions resides witthe inventor/creator(s). In most cases the institution

retains the norexclusive, irrevocable, royalyee, right to practice the invention for academic

purposes. In recognition that many academic researchers are not commercially inclined or
entrepreneNA | £ = NBASI NOK AyadAddziRzaya LKRQILRE®SE| ¢z
have a technology transfer office that inventors can elect to use for commercialization. If an
inventor elects to commercialize his/her technology through the ingtindl technology

transfer office, most institutions, but not all, require them to assign his/her rights to the
AyalhAaddziazy Ay NBUdZNY F2N I aKI-RBYSRQAaHAaS K dz8
require that inventors who elect not to use thmeiechnology transfer office still disclose the

invention to the institution and share the proceeds of commercialization. Revenue sharing

(12) Several reports on the diversity of IP policies at Canadian academic institutions have been prageeirdexample
Ownership of IP in Canadian Universities, Bereskin and Parr (E288¢y Report on Royalty Rates and Policies Resulting From
Commercializationf TechnologyTRIUMF (2006).

19| Page


http://142.103.216.210/ccsip/Documents/Canadian%20IP%20Policy%20Report%20-%20TRIUMF(2006).pdf
http://142.103.216.210/ccsip/Documents/Canadian%20IP%20Policy%20Report%20-%20TRIUMF(2006).pdf

between the inventor and the institution may vary greatly depending on the specific
institutional policies and the @umstances surrounding the invention.

3. A ThirdParty Owns the Intellectual Property

CKA&d Aad | a4a20A10SR26)¥BRQORPTRGPRBAVYAMBDER REI ATy
twist that assignment of IP is not ultimately to the institution but to @a@te organization that

is setup to manage and commercialize such IP. These third party organizations may exclusively
manage the IP of their associated research institution (or group of institutions) or they might

have the ability to also manage exterlyadjenerated, noracademic, IP.

In addition to differing IP policies, there are marked differences between the organizational structures
within Canadian institutions. Many Canadian university technology transfer offices operate as a division
of the univergty within the portfolio of the Vice President of Research. Unlike most U.S. institutions,
many of these internal technology transfer offices also manage research contracts with industry. Several
Canadian universities have created whallyned corporationgo manage their patenting and licensing
activities.

The Canadian government also operates federal research institutes through the National Research
Council (NRC) and other federal agencies such as Agriculture afiebAdrCanada, National Resources
Canad, and Environment Canada. By way of example, the NRC is composed of over 20 institutes and
national programs, spanning a wide variety of disciplines and offering a broad array of sei8jces.|
Within the NRC, each institute has a front office for interigoivith industry and university partners,

while relying on specialist legal and IP support from the main office in Ottawa. IP developed by federal
laboratories is owned by the Canadian government, often through the agency that developed the
technology, ands made available for commercial licensing.

CCSIP Impact

1 There are a diversity of P policies at Canadian institutionsyhere either or both the
institution or the creator oflP may hold title. When structuring a collaborative resear
agreement with Canadian research institutionssitadvisablewhen reasonably possibl&
compel researchers to assign their IP to their institution to avoid issues related t
fragmentation of IP ownership €e the section inChapter 3relating to the rights of ce
owners inU.S.and Canadiarpt 6 Sydaove® ¢KAa YI1Sa {prodding
clarity to the ownership of IP angkducing the risk otonflicting thirdparty IP ownership
issues

9 Canadian igtitutions are capable of assignitigto external parties or to inventors.

(13) For a complete list of NRC Institutes skep://www.nrc -cnrc.gc.calinstitutes/index_e.html
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Canadian Federal Laws

Canadian Export Controls

Canadian export control laws are very similar to their U.S. counterparts. The laws are administered
under the authority of the Expér I Yy R L Y LJ2 NIEIPA SN¥ ¥ Ra | NBG I R¥AyAaldSNS
FYR LYLRZ2NI [/ 2 yEIQOERS 42 T diNBS db5 1B NllaYSyd 2F C2NBATy !
OBFAIE 0 ® 9Lt ! SadlrofAakKSasz | Y2y3EG @XKENSOIGIgIaS |y
that require an export permitl4] Under special bilateral agreements between the U.S. and Canada,

export permits are not usually required for ECL items when shipped for use in the United States.
Canadian export control regulations are focused on the shipment of goods and exclude De@ortd Ex
restrictions with regard to disclosure of information to foreign nationals on Canadian soil. There is
therefore no equivalent to the fundamental research exception found in U.S. export control law. In
practice, export controls are in most cases ar¢ a@oncern for Canadian institutions when negotiating
collaborative research agreements or commercialization agreemésts.|

CAzNIIKSNI AYF2NXIGA2Y 2y [ yI RlFQA Géde td2Oddada'® Exgaiit NR €
Control$y |y FEXpdrKC®ntral Handbodk

Federal Tax Incentive®r Resarch and Development

¢tKS {OASYGATAO wSaSlINOK BRARD WEABSNAKSYillIl i/ BEPEE £IS
designed to encourage businesses, including small andgbacbmpanies, to work towards advancing
technology to develop new or improvedqatucts and processe4f)

SR&ED provides companies with tax credits for eligible expenditures incurred in Canada for R&D
FOGAGAGASAD [/ 2YLI YyASA ljdzZt AFT@AyYy 3 ICEGPEIH Ok yI RBIOS A LD
35% investment tax credit on up t82 million of qualified expenditures and 20% of qualified
SELISYRAGIINBE G(KIG FINB y2d StA3IA0fS F2NJ GKS opz NI
means that even if the company is not profitable it will still receive a cash refund froagamgin R&D.

Nonw/ / t / Q& | NB 2yt & -rBftndaBlataxtcieditsif@ 208 @) GaNfigiSexpyraliires.

Canadian Provincial Laws
Indemnity

Many Canadian provinces restrict the ability of provincial organizatiorgrant indemnities to third
parties. The effect of this on research institutions varies on a province by province basis. For example, in

(14) The ECL is broken up into 8 categories: Dualldsknologies, Munitions, Nuclear N&moliferation, Nuclear Related Dual
Use, Miscellaneous Goods, Missile Technology, Chemical and Biological Weag@mIMeration, and Chemicals for the
Production of lllicit Drugs.

@5/ Fyl RFEQ&a& Ly G S NyTraidsfer2Rgdtrittiorieits: Avidw.Blaked. Bom/english/view disc.asp?ID=1441

(16) For further details seéttp://www.cra-arc.gc.ca/sred/
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NAGAAK [/ 2fdzYoAl o6a./¢é¢0 GKS ./ G@aaytdeydd Indemnltidd Y A y A & i
Regulation precudes B&ased universities from granting indemnities without prior written ministerial
approval. The administrative burden of obtaining ministerial approval is simply too high for BC
universities to consider applying for such approval for individual rebeeontracts.

In the province of Quebeavhich follows a civil law tradition for private law rather than the common
law tradition followed in the rest of Canada, the situation is similaough whethera university may
grant an indemnity without prioministerial approval deperglon the nature of the indemnity. In this
NB3IF NRZ |y AY Bé&Mythad 865 dagsiatikvhoseitotad amount exceeds the lesser of
$5,000,000 or 5% of the operating expenditures of the most recently completed fiscaloy/dhe
university will require authorization fronv dzS ¢ Bli@ised of Education and the Minister of Finance.

CCSIP Impact:

Many Canadian institutionsin accordance with the relevant provincial lawsay be legally
precluded from providing any sort afdemnity to research or commercial partners.

Tax Incentives for IP. Commercialization

'YRSN) GKS . NAGAAK [/ 2fdzYoAl o6a./£é0 Ly@dSadySyid ¢+ E
tax credit against BC provincial income tax in addition to ré@ugiFederal SR&ED credits. Similar to the
{wg95 LINRPINIYZ //t/Qa FINB StA3IA6fS FT2N NBFdzyRa 4
payable. Thénternational Financial Activity Act in British Columtniavides eligible corporations with a

100% refmd on BC income tax paid on income that is related to the corporations international financial
activities conducted in BQJ] In 2006 this Act was expanded to grant corporations a 75% provincial tax
refund on income derived from (i) selling, assigning,lioensing certain eligible patents to a non

resident, or (ii) income from the sale of goods or services to arasitlent where the revenue is derived

from an eligible patent owned by the corporation. Eligible patents are determined by their International
Patent Classification, and include patents related to therapeutics, diagnostics, biological water
treatment and organic chemistry.

In December 2008, Ontario passed into IBill 100, or theldeas for the Future Agi8] which awards
advanced health technologies, bioeconomy, telecommunications, computer and digital technologies
that are based on (inter alia, generates over 50% of its revenues from) eligibldi@aifa arisinfrom
research institutions and universiti@s10year tax exemption.

(17) Seehttp://www.sbr.gov.bc.ca/individuals/income_taxes/International_Financial Activity/ifa.htm

(18) Seehttp://www.ontla.on.ca/web/bills/bills_detail.do?locale=en&BilllD=2058
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Similarly, in the March 2009 Quebec provincial budget, a sihilgear |Ptax exemptioninitiative has
been included for eligible Canadian IP arising from Quebec based universities and research
institutions.[L9][20]

CCSIP Impact:

9 Life Science statip companies based in British Columbia should review the potentid
gaining a provincial tax refund on their activities.

9 For startup companies based in Ontario or Quebec that liceind® from Canadian universiti¢
and research ingutions, the Quebec and Ontario IP tax holiday initiatives should be cons
to confirm whether or not such companies may qualify.

Policies of Major Funding Organizations z Benefit to Canada Requirements

Tri-Gouncil Funding

There is no legal requireamt for Canadian research institutions to seek Canadian licensees for their
technologies on a preferred basis. However, implicit requirements to seek Canadian licensees are often
F2dzyR Ay -#0-KBYyBBEBySH#SNNA sAGKAY T dahiproiiciallgamitgS YSy i a
agencies. The majority of federatigrived research funding in Canada is awarded by theotincil

agencies of théNatural Science and Engineering Research Council @id@aMSERE 0 > Cainetign

Institute _of Health Researcld @HR 0 | y Rociali Bcinces and Humanities Research Council
0SSHRE O @

As noed above, the trcouncil agencies do not retain or claim any ownership of, or exploitation rights
to, IP developed with grant funds, with institutional policy determining such ownership. NSERC has
recently updated theilP Policyf21] which now states thawith regard to commercialization of NSERC
funded technology and the IP agreements related to such:

1. Every effort must be made to deliver the maximum benefit to Canada, which is defined as
incremental Canadian economic activity and improved quality ofifif€anada. In general the
industrial expansion or economic activity should occur within Canada. Where there are no
opportunities for commercialization within Canada, then the IP should be exploited in such a
way that substantial benefits will still accrue Canada. There should be a requirement to
diligently develop and exploit the IP within an appropriate timeframe.

2. ¢KS Lt FaasSdia 2F Iff LINIHGAOALNIYyGA Ydzald o0S NBa
sensitive information and potentially valuablresults or ideas must be protected from
unauthorized, inadvertent or untimely disclosure.

(19) Seehttp://www.budget.finances.gouv.gc.ca/Budget/208810/en/documents/index.asp
(20) For a list of provincial tax credit programs in Canada Isie://www.therndteam.com/public/htmi2/provincial.htm
(21) Seehttp://www.nserc-crsng.gc.ca/_doc/PolieRolitique_eng.pdf
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3. The results must be publishable in the open literature. NSERC does not support secret or
classified research. In order to secure IP protection, a maximum de&y wionths is permitted
GKSY adzoYAOGGAY3I LI LISNBE F2N Lzt AOFGA2yd b2 Lz
information.

4. No delay is permitted for the defence of a student thesis.

5. The university/college and its researchers must retain the righude the knowledge or IP
generated for norcommercial purposes in future research and in teaching. Where appropriate
and with the agreement of all participants, consideration should be given to extending those
rights to all university/college researchers.

Network Centres of Excellence

Networks of Centres of Excellend®CE 0  NB | / Fy I RALFY 3I23S-0aunmeilSy d Ay A
and Industry Canada that is designed to bring together excellence in research atiditgracross the

country. The objective of these networks istton Canadian research and entrepreneurial talent into

economic and sdal benefits for all Canadian$irough an interdisciplinary, mul§ectoral modelThere

are currently18 NCEs acrosSanadd22] In many cases these have formed their own technology

transfer and commercialization groups to manage the complex issues that arise fromcemtit

research efforts. IP arising from N@€Bded research must be disclosed to the host NCE. Thesii®on

2F GKS Lt Aa 3IA20SNYSR o0& (KS ySig2N1 Qa F3AINBSYSyidzxs

It is an objective of the NCE initiative to advance Canadian economic and social development; therefore,
NCE funding requires that efforts ameade to ensure that the research outputs are exploited in Canada
for the benefit of Canadian&8] This is defined as providing incremental economic activity (the creation

of high quality jobs in Canada) and an improved quality of life. Network participaatexpected to
exercise reasonable and thorough due diligence to maximize benefits to Canada. In determining the
appropriate route for commercialization, participants are required to consider licensing to existing
Canadian companies or to foreign comganthat have significant joint ventures or strategic alliances
with companies in Canada. Further development or manufacturing in Canada by a foreign company is
also acceptable. Failure to adhere to these guidelines, for instance in the exclusive li¢erssiogeign
company, will require the commercializing party to report the decision and the circumstances that led to
Al G2 GKS b/9Qa . 2FNR 2F S5ANBOG2NED® {IyOlAizya YI &
have been undertaken.

Recently theNCEs spawned th@entres of Excellence f@ommercialization anResearch6 GECR 0 (i 2

create worldclass centredor the advancenent of research and facilitation afommercializatiorfor

technologies, products and servic8$iere are currently 18 of these centres across Canada, operating in
LINA2NAGE FNBlFra 2F GKS /FYyFRALFY 3208SNYYSyiQa { OASy
communications technology, environment, and energgd natural resources. Funding has been

provided to these centres based on their projected ability to create, grow and retain Canadian

(22) For a list of currently funded networks segtp://www.nce.gc.ca/nets_e.htm
(23) Seehttp://www.nce.gc.ca/comp/programqguidd _e.htm
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companies that can capture new markets with breakthrough innovations; and evidence that the centre
will accelerate the ammercialization of leading edge technologies, goods, and services in priority areas.

Other CanadiarFunding Agencies

Other major funders of academic research in Canada includeCieada Foundation for Innovati

OGFE X GKAOK Aa 'y AYRSLISYRSyd O2N1LRNIGA2Yy aSia  dzL
infrastructure, such as buildings, equipment etc., @ehome Canada ¢ KA OK Aa Yl yRIGSR
and implement a national strategy in genomics and proteomics research for the benefit of all Canadians

in key selected areas such as agriculture, environment, fisheries, forestry, health and new technology
RSOSt 2LIYSyiGé o

Sustainable Development Technology Cand@&DTE 0V A a | F2dzy RFGA2y aSid dzd |
Canadian Government to fund the development of innovative technological solutions to address climate
change, air quality, ein water, and clean soil, with the goal of creating a healthy environment and a

high quality of life for all Canadians. To benefit from SDTC funding, the recipient must contractually
agree to use commercially reasonably efforts to ensure that the IP ectthblogy that relates to the

funded project, including products and services, are made commercially available for the benefit of
Canadians.

The NRC I[IRARffers provides nosrepayable contributions to Canadi small to medium sized

enterprises interested in growing by using technology to commercialize services, products and processes

in Canadian and international markefs.a 9 Qa4 G KI G0 F OOS LJi ebdeavourltonekpioit ¥ dzy’ R A y
the results of thevork to the public benefit of Canadand must obtain NRC's prior written consent to:

1. Enter into any third party agreement that may limit treompanys control of the IPincluding
amalgamaibn or merge with another entity;

2. Manufacture or cause the manufactuoeitside of Canada of any products, services or processes
that incorporate the IP;

3. &ell or otherwise dispose of the IP to any person or entity outside of Canada; and

4. License the IP for the purpose of manufacturing or producing outside of Canada of angtprodu
or services that incorporate the IP.

Provincial governments and regional federal government departments (@e@stern Economic
Diversification Atlantic Canada Opportunities Ageficgre also major funders of research. Research
agreements with these agencies often stipulate that commercialization efforts will be prioritized in the
province or region.

Summary

The following table summarizes the crdssrder issues that should be consréd depending on the
nature of the parties to the crodsorder research collaboration or the funding sources involved
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No arbitration for dispute resolution
No assignment of IP

MarchIn Rights

U.S. manufacturing

Small entities preferred
Confirmatory license to U.S. Govt.

Licensing to U.S. companies
preferred
No restrictions on publication rights

No prenegotiation of license terms
Access for uninsured Californians
Access for Californian researchers
Nonexcl. licensing of resear¢bols

Benefit to Canada required

Federal
Departments
Involved

u.s.
Federal

Funding
Involved

U.S. Federal
Laboratories
Involved

u.s.
University
Involved

CIRM
Funding
Involved

NIH
Funding
Involved

Canadian
Funding
Involved
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Chapter 2: COMPARISON OF IP LAWS IN CALIFORNIA
(U.S.) AND CANADA

This chapterdiscusse the some of the differences betweeld.S.and Canadianntellectual property
legislatiorjl] that may be relevant when contemplating crossborder research collaboratioror
structuring agreements to facilitate the collaboration or commercialize the results. It is not a definitive
guide to filing, prosecuting, and maintaining patent protectioriiter jurisdiction.This chapter should

not be construed as legal advice and consultation with qualified legal counsel is strongly recommended.

Introduction

As signatories to the Paris and Berne Conventithes IP laws of theU.S.and Canada haveuchin
common There are, howeverseveralmaterially different andmportant aspectsof patent, copyright
and trade secretaw that need to be considered when structuring and undertaking a ciossier
research endeavour.

The United States Constitution (178%Article 1, Section 8, Clause 8, (known as the Intellectual Property

/| tF-dzaS0 A& GKS F2dzyRIFIGA2y 2F ' { L} Sy Jofométe | yR

the Progress of Science and useful Arts, by securing for limited Times to Authdrveartdrs the
exclusive Right to their respective Writings and Discoveiies ¢ KS FANRG ' { tF Sy
and thereafter amended.

In Canada, authority for patents was granted to the federal government under the British North America
Act, 1867, when Canada was constituted. The first Canadian Patent Act was enacted in 1869, being
modeled after the US Patent Act, 1790.

In the U.S.,patents are issued and administered by tbeS.Patent and Trademark Offiq@USPT®),
whereasin Canadahis is doneby the Canadian Intellectual Property Offi(@CIP@). The differences
betweenU.S.and Canadiapatent law outlined in thighapter apply regardless of the nationality thie
residency of the patent applicanf Canadian entity applying forld.S.patent is subject tdJSPTQules
and aU.S entity applying for a Canadian patent is subject to CIR€sru

Patents

y

(

¢KS '"{t¢h IyR /Lth KI @S NBOSyTiht BPate& ProsdofitRiSHRghway G N | €

("PPH)¢ to the end of 2011%] The PPH triaprovides a means to significantly accelerate the
examination of patent applications in one jurisdiction if examination work has already been conducted
by the IP office of the other jurisdiction. For example, under PPH agreements, if claims of an applicatio
have been found to be acceptable by CIPO, an accelerated examination can be requested at the USPTO.

(1) Other summaries of this subject matter have been prepared, see for example:
http://www.gowlings.com/resources/publications.asp?pubid=1534
(2) For more details selettp://www.cipo.ic.gc.ca/eic/site/cipointernetinternetopic.nsf/eng/wr01221.htmi
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First toFle vs. First to Invent

Canada, likenostO2 dzy  NA Sa > 2 LSMNAIiS&a @IyaNad aFKSWE GA G O02YSa (2
patent appli@ations. Under a firsto-file system the right to the grant of a patent for a given invention

lies with the first person to file a patent application for protection of that invention, regardless of the

date ofthe actual invention.

The US. currently uses a dfirst-to-inventt system for determining patent priorityathough thisis
expected to changén the nearfuture 6 4SS G ¢ KS Ot NB L] & SRtONN Z/NWNREOH  ALWX
Invention in the U.S. is generally defined to comprise two stépsoficeptionof the invention andij)
reduction to practice of the invention. The date of invention is the date that the invention was
conceived However, in order to rely on this date of conceptjdhe inventor must alsdliligently reduce

the invention to practice (by filing a patent application, by practicing the inventibg, submitting the
invention to an institutional technology transfer office and filing promp#yg). Thus, provided an
inventor is diligent in reducing an application to practice,dneshe will be the first inventor and the
inventor entitled to a patent, even if someone else files a patent application first. This said, the first
applicant to file has th@rima facieright to the grant of a patent. Should a second patent application be
filed for the same invention, the second applicant can instinterference praeedingsto determine

who was the first inventor andherefore, who is entitled to the grant athe patent.

In practice, the distinction between these two concepts, while real, is not particularly material in most

cases for inventions that have commetagplication outside North America, due to the requirement in

Y2340 O2dzyiNAS& F2N) aloazftdziS y20Stieé¢ oy2 LlzmftAo
patent protection.

Given the fact that the market for the majority of potential prodsiés significantly larger in tHd.S. as
compared to Canada, it is important for researchers on both sides of the border to ensure that they
have a solid basis for claiming priority to their patent applications inUhéed StatesInterference
proceedirgs are expensive and timmnsuming For this reason U.S. patent counsel typically
recommends filing patent applications as soon as possible.

The (Proposed) America Invents Ad®riority

Both the U.S. House of Representatives and the U.S. Senatedbaewped similar bills on pater
reform in the United States As of August 12, 2011, indications are thaice the differences betwee
the two versions of the bill are reconcilgithe U.S. President will sign them into law. When passed
Americalnvg Ga ! Ol oAttt GNFXyarxidAzy ! of{tdinvede i SpE (19
Y2NE GeLIAOIE O6AYy 2difiesS NA 3N ER A O U At KA &idy a3 TralyeN
implications with respect toat least,interference proceedigs andthe grace period available in th
P o{ ®d3 LI SIFaS aSS (KS AyaSicONIKES ott NBALBRRES RUY)
below. There may well also be a transition or phaseeriod for inventors to manage.
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In the event of arinterference proceeding, the parties will be required to provide a preponderance of
evidence to support their claim to the earliest conception and reduction to practice of the invention.
This places the onus on the inventors of the technology to keep atruecordsof their discovery,
typically annotated laboratory notebooks, both when the idea was conceived and when the invention
was first constructed and tested. Several guidelines for keeping laboratory notebooks have been
published(see Appendi¥)

Briefly, labbooks should:

1 Be sufficiently detailed to allow someone skilled in the art to reproduce the work performed and
to understand the motivations of the researchers, what experiments were performed by whom,
and what the results and conclusions weRaw data should be included in the fabok where
possible or, if not feasible, appropriately referenced stored

M Be bound and all entries made legibly in ink or other permanent medium. Entries should be
consecutive (no skipped pages) and should no¢tased or otherwise rendered illegible. Entries
in the lab book should be dated and periodically witnessed by a colleague who is competent in
the art yet not a cenventor.

1 Be retained by the relevant laboratory and not by the researcher.

CCSIP Impact

1 Enare that accurate and informative laboratory notebooks are maintained to clg
establish dates of conception and reduction to practicecase of interference proceeding
in the United States.

9 File patents as early as possible to ensure that a pridatg is established in Canadad
the United States

Rights for Joint Patent Owners in the U.S. and Canada

In both theU.S.and Canadapatent owners can only assert their patent rights to prevent 1patent
owners fromusingtheir invention. Thereforgin the case of jointhowned patentseither party mayuse

the invention without fear of litigation. However, the jurisdictions differ when it comes to the rights
afforded to ceowners when they establish a relationship with third partigks.

AccordingtoU.SLJ- G Sy d f+¢6 aAy GKS 1 06aSyO0S 2F lye F3INBSYS)
use, offer to sell, or sell the patented invention within the Unites States, or import the patented
invention into the United States without the consentitofy R g A G K2 dzi F OO02dzy G Ay 3 (2 |

Effectively each cowner of a patent in theU.S.has the right touse assign, license or otherwise
commercializeéhe patentedtechnology without seeking consent ahe other caowner(s)and without

(3) Seehttp://www.bereskinparr.com/English/publications/art _html/paterto-own-nador.html
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any obligition to account to the camwner(s) as to activities or revenueAs such, since each joint owner
has the right to use and license the patented invention, each joint owner has the power only to grant
non-exclusive licenses. In other words, neasner, acting alone, has the power to grant an exclusive
license.

In Canada, on the other hand, -oavners may, without permission of other -@wner(s), work their
interest in a patent or transfer their undivided interest in a patent, but may not license theireftte
without consent of the other c@wner(s). Moreover, in Quebec, due to the Civil Code relating to rights
of coowners in property, the rights of patent amvners may be different from the rest of commdaw
Canada as regards exploitation and sale gfatent, and also accounting of royalties due to patent
licensing, unless the parties contraetly agreeotherwise.

Accordingly, he rights afforded to cewners of jointlP should be carefully considered at the oet®of

research relationships, whethahe parties involved are on opposite sides of the border or, rawid
agreementsshould specifically set out theonditions under which theo-owners may commercialize

resultant joint IP, including suh A OSy aAy 3z akKINAYy3I 27F tNERSFIAfIBAES a0 S& 32
maintenance and enforcement.

Accounting for Profits

Where licenses to jointly developed IP (including copyright as well as patents) are granted in Canada
there is a burden on the licensor to inform the other joint owners about, as washae with them, any
royalties or payments that the licensor joint owner may have received from third parties who exploit the
jointly-owned IP.

CCSIP Impact

In the absence of an agreement to the contramy;owners ofU.S.patents can practice and liceng
the patents independently of the other emwners without accounting for profits or royaltieg
whereas in Canada, neither of the-owners may license the patents without the written consg
of the other ceowners and there is an obligation to share royesdt Collaborators should includ
language in collaborative agreements and licenses that, jurisdictional laws notwithstasdisg
out how theco-ownersshallcommercialie technologies with the consent of all other-cwners.

The Law on Novelty

Most jurisdictions around the world requir@Absolute Noveltg in order for an invention to be
considered patentale, meaning that there is no grace period allowed for any prior public disclosure or
sale of the invention.

In contrast,both the U.S.and Canada provide a oyear \graceperioddrom the first date of a public
disclosure of an invention in which a patent application may be filed. Though broadly sihelgrace
period rights afforded in each jurisdictidrave certain differencesome of which reflect variations in
how each country determines priority of invention (namely, first to file versus first to invent). For
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grace period in theU.S.applies toany public disclosureyregardless of whether or nothe patent

applicant madehe disclosurePlease note however, the proposed America Invent Acts will significantly

modify the U.S. grace period provisions when it is signed into law,lea& SS G ¢ KS o6t NP LR &S
Invents Actc DNJ OS t S NA 2 Réurter/diff&dnce ds Shatah&JdS.grace period begins only

when a disclosure is made in theS, while under Canadian patent law thgrace period is initiated by a
disclosurethat occuss anywhere in the worldin any languageLy | RRAGA2Y X Ay (KS
RAaAOf 2adzNBQ A4 O2YyaARSNBR (G2 AyOfdzZRS y20 2yfeé (GKS
2NJ Lzt AO dzas8 2F | WwWotl O] 0 énly BisciOshrgsithatieldalysdfficiénkK S A y ¢
details about the invention will trigger the start of the ogear grace period.

The (Proposed) America Invents AgGrace Period

If signed into law, the America Invents Act is expected to modify the priatedinitions in U.S. Patern
Law. Under the new regime, the grace period will fall more in line with Canadian practice in thg
publications made by the inventors within the period-tinths before the filing date of the inventig
will gain the benefit ba grace period. Other publications (made by {frentors) or public use, sale
and other public disclosures prior to the filing date of the patent application act as a bar to patentit

[ FyFREFE |t &2 PriaNEght& R3 & F 3/ NhieghimSwicieAaZpgrson hmacquired an
invention, and practiced it in secrdtefore the priority date of a patenthat person will retain the right
to use and sell the invention without infringing the subsequent pateh§.patent law contains similar
provisians, but these are limited to patented method$ doing or conducting business, or the so called
QodzaAySaa YSUK2RQ LI GSyda

The availability of a grace period in the U.S. and Canada, which should not be relied upon as a strategic
element of a patent filinglatform, provides some significant flexibility in allowing patent protection to

be pursued when it is discovered that, or it is unclear whether, an invention may have been recently
disclosed or sold for the first time. It is worth noting that, in tieigard, a formal application (including
claims, higkguality drawings and other components) must be diligently filed in Canada by the end of the
12-month grace period, while in the U.S., the applicant has the choice of filing either a formal
application orl  WLINP @A AAZ2Y I £ Q | LILX AOlI GA2Y ® Il LINRPGDAAAZ2YI
include handadrawn illustrations and need not include patent claims, must in turn be formalized within

its own 12month period. Thus, up to 24 months may pass feihg the initial public disclosure of an
invention before the applicant must pay the significant filing fee of the formal U.S. application.
However, such an approach is not without risk, and care must be taken at the time of filing the
provisional applicion to ensure that it contains as complete a description of the invention as possible.
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The CREATE Act

The Cooperative Research and Technology Enhancetm@REATE Wct is an amendment tdJ.S.

patent law that facilitates the patenting of inventions deveéal underJint ResearchAgreements

OJRA UV 0SG6SSy (62 2N Y2NB LI NI AS i @004 thehcBneht 6f2 G K S
communications between academic researchers and other parties, including other academic or industry

O2f fF62NF (2NERXZ PrdkitRE o6lSy RO 20yIKASANSSINSNS aLINBa Sy d | o N
either the novelty or the nofobviousiess of inventionsin most systems opatent law, Prior Art

constitutes allinformation that has been made available to the public in any formobefa given date

that might be relevanto the validity ofa patent's claims

The CREATE Act providest certain Rior Art shouldbe excluded from consideration by théS patent
examiner[4] as long as the invention is the result of research performatthin the scope of a pre
existing written JRA. Patent applications that claim the benefits afforded by the CREATE Act to exclude
Prior Art developed by collaborators must include details of the JRA, though such details need not be
provided up front.

Froma practitione@ perspectiveWw ! Qa | NB @OSNE ONRIFRf& RSTAYSR dzyRS
encompassing obvious agreements suchRasearch andinter-Institutional Agreements, mayalso

encompass confidentialitpgreements MTAs or other Technologylransfer AgreementsThere is no

requirement for a collaborative agreement to state that it is intended to be a JRA.

The CREATE Act can facilitate open discussions between collahobatbis has implications that
should becarefullyconsidered when emtring into collaborationsind drafting JRAs. To avoid unintended
results relating to preexisting IP rights, (e.g. capturing other research or patenting activities that are
outside the intended scope of a given research collaboratfmigntial JRA partiesand their legal
advisors,shouldon a case by case basiensiderthe advantages and disadvantagef invokingthe
CREATE Act

A more thorough description of the CREATE Act can be found in Apga&iadiix

CCSIP Impact

Considerthe language in potential JRAsrefully (research agreements, licenses, MTAK) to

avoid any unintended consequencestbhé CREATE Arglated to IP rights that are outside th
scope of the intended research collaborati@dne remedy to consider is thaclusion of languags
that requires the consent of a party before the CREATE Act is invoked with regard to their IP.

(4 Priorart is excluded from cons.i itlietheanlypoonartarfder 850U ¢.i102@@)s(Hhe &@s 0, and

(5) The Council on Governmental Relations has published a CREATE guide for academic institutions, see:
http://206.151.87.67/docs/CREATE.doc
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Compulsory License Provisions

Unlike in theU.S, the Canadian Patent Agermits the Commissioner of Patents to grant expanty
compulsory licences to pharmaceutical manufacturers in Canada that wish to supply eligible importing
countries with needed medicines.

Publication of Patents

Any patent applications filed with IBOwill be published within 18nonths of the priority date of the
application, unless the application is actively abandoned before the publication date. Patent applications
filed with the USPTQuill similarly publish 18nonths from the date of the priority filing; however, the
USPT@rovidesa mechanisnior applicants to request that applications do not publish until the date of
issuance, as long as there are no pendiman-U.S.applications on file for the invention.

If a foreign patent application is filed by the applicant for the same subject matter the applicant must
notify the USPTQwithin 45 days,(unless no request has been made to not publish the application),
failure tonotify will result in the abandonment dhe U.S.application.

In those cases where only a U.S. patent is being soaghticants shouldonsiderthe advantages and
disadvantagesf suppressing the publication tiie U.S.patent application carefullysince this decision
has the potential to a#ict commercial value of the IP in the future. The obvidisadvantage of
publication is that competitors have access to a description of the invention prior to the applicant being
sure of the scope of the claims that will ultimately issGenversely, dtlosure of the patent application
has the advantages of providing:

1. Evidence of the innovativeness of the applicant potentially helping to secure financing

2. Prior Art againstsubsequent patent applications obmpetitors

3. Legal notice of theinvention, which may be beneficial in obtaining damages in patent

infringement lawsuits.

The benefits of suppressing publication should be discussed with qualified IP counsel.

Jurisdiction for First Filing

Patent applications that pertain to inventions de at least, in part in the U.Sincluding patent
applications thatare ceowned by U.S. and Canadian collaboratonsist be either filed first in the U.S.
or a foreign filing license must be obtainBdm the USPT@rior to filing the patent applicatio outside
the United StatesFailure to do so may result in thpatent that may issue from sucHb.S. patent
application being rendered invalid.

A simple way to accomplish thisto file the very first patent application in the U.S. and then to await
receipt of a communication from the USPTO providing the foreign filing license. If a license is not
obtained in a timely fashion, the Act of prematurely filing a foreign patent egptin could invalidate
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the eventual U.S. patent, and the individuals involved in causing such foreign filing could be sanctioned.
Though regulated by U.S. Export Control Laws (see Chapter 1) it is also worth noting that this tenet of
U.S. patent law apjs to all technology areas, not only those considered sensitive to national security.

For the most part, inventions made in Canada are not subject tsdénee requirements as those made

in the U.S.and they may be the subject of a first filed applicatwith any patent office However,
inventions pertaining to certain subject matter may be subject to export controls, and therefore
permission may be required prior to filing patent applications directed to such inventions outside of
Canada.

CCSIP Impact

Paent applications that are cowned by U.S. and Canadian collaborators and pertain to invent
made, at least, in part in the U.S. must be either filed first in the U.S., or a foreign filing licens
be obtained prior to filing the patent applicatiautside the United Statesrailure to do so may
result in the U.S. patent application being rendered invalid.

Differences in Patentable Matter

While the basisapproach to assessing whether an invention is novel andabmiousness is similar in
the U.S. and Canada, certain key differences exist in the types of inventions that may be patented in
either jurisdiction.

Higher Life Forms

Contrary to the situationni the U.S, higher life forms, such as transgenic ni@8fhave been ruled as not
patentable by the Supreme Courst Canada. The definition of higher life forms in Canada extends to
animals at any stage of development, from fertilized eggs onwards.

Plants

There is no equivalent to the).S.Plant Patent Act in CanadBlants are also considerdd be higher life

F2N¥Ya o6& /Lth YR INB y20 LI GSydlrofSd® ¢KS /FylRAL
obtain exclusive rights to many species d@mnt] as long as the variety for which protection is sought is

new, different from other varieties, uniform, and stable through generations.

Cells

As in the U.S., claims to animal and plants cells are acceptable in Canada, however, Canada is more
restrictive than the U.S. in the patenting of stem cells. Embryonic, pluripotent and multipotent stem
cells are considered patentable subject matter in &#m provided that they cannot develop into an

(6) Seehttp://en.wikipedia.org/wiki/Oncomouse
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animal, whereas totipotent stem cells are not. Although the Canadian Patent Office considers animal
FYyR LI IFyGda LISNI &aS G2 6S AyStAIA6ES F2NJ LI GSyd LINI
infringed by an intact organism composed of such ¢&JI€IPO also does not consider organs or tissues

to be patentable compositions.

Methods of Medical Treatment

Gontrary to the U.S., methods of medical treatment are considered unpatentable subject niatter
Canada. Therefore, any method which provides a practical therapeutic benefit to a subject, even if this
is not its primary or intended purpose, is considered to be a method of medical treatment and is
therefore usuallynot patentable.

Software and Busess Methods

Softwareper se(e.g., source code or object code)not considered patentable in either jurisdiction, and

is commonly protected by copyriglaind/or trade secret lawHowever, in theJ.S., and at least until
recently,computerrelated inventonsinvolving software, algorithms and the like, as well as methods of

doing business, have been considered eligible subject matter for patent protection if the algorithm,
LINEOSaa 2N YSGK2R LINPRdzOSR | Gdzia ST dA. SupereyCotB (S |y
decision (In re Bilski), the exclusion of business method as patentable materials was rejected. Prior to
GKAAd RSOA&A2YZI | f26SN) O2dz2NII KI R NBIldZANBR GKIFG |
an article is transformed it | RAFFSNByYyd adrdS 2NJ dKAy3Is 2N oS ai
be eligible for patent protection. The Supreme Court instead held that the maohitransformation

test is not the only test for determining the patentability of a procdssyever little guidance as to how

to determine patentability for business methods was provided.

In Canadathe longstanding view had been that a software algorithm could be eligible for patent
protection if integrated with the hardware component (suak a memory), while business methods

were generally considered unpatentable. More recently, however, CIPO has indicated that both the
GF2NXYE 2F | OfFAY O6ADPSHdY (GKS LI GSyd OtlFAY 2y Ada
added to human] y2 6f SRIS¢ 0 g2dzf R 6S NBtSOIyd Ay aasSaary
protection. In particular, both the form and substance must relate to pa#digible subject matter and,
furthermore, these criteria do not distinguish between softwareoaidpms, business methods, or any

other type of invention. Practically speaking, at this time, this may mean that a patent claim which
integrates a new algorithm with known hardware may have greater difficulty than in the past to be
considered patentligble subject matter in Canada. Further judicial clarification would be useful in both
jurisdictions.

(7) See [Schmeiser v. Monsanto, (2004), 31 C.P.R. (4th) 161]
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Patent Prosecution

Unlike the U.S., Canada does not have a continuation practice that allows a patent owner to fine tune
the scope of protection that is being sought as commercial objectives and market realities on the
technology evolve. The flexibility available in the.UsSa significant tool in allowing the patent
applicant or owner to adapt the scope of its patent application to changing market conditions. In
Canada, while the patent application may modify the scope of the patent protection being sought while
the patent application is pending, the degree of flexibility is significantly lower.

Patent Enforcement

The Canadian Patent Act requires that a patentee, taken to include-allvoers, be hamed a party to
any infringement action. Therefore, in order to enforc€anadian patent any licensees will require the
co-operation of the licensor(s), who will need to be named lzintiff in the suit.

Case law aroundJ.S.patents treats the rights of licensees to enforce patents somewhat differently.
Effectively it allocates the right to bring suit according the characterization of the licensee and the

injury that the licensee would suffer from infringement. Under a license agreement that assigns all
substantial rights to the license¢he licenseel a  a-§ dzf/ &#&hksue for infringement in its own

YIEYS gA0K2dzi 22AyAy3 GKS LI GSyd 26ySNX® hy (GKS 210
f AOSyaSaé¢s oKAOK | NB STFSOOA@PSte 0208 PBragellawace GKS
bare licensee wouldot suffer injury from thirdparty infringement and therefore wouldsuallyhave no

standing to enforce the patent. In between the two extremes are exclusive licenses, which give licensees

the sole right touse the patent and thushave the abilityto sue & a ceplaintiff together with the

licensor

CCSIP Impact
1 Consider language that requires the consent and cooperation of all patemtvners when
enforcing patent rights.
1 Agreements should define who has the right to enforce the patent and rde&sions,
who bears the costs and reaps the benefits.
1 InU.S,, the continuation practice allows patent applicants to modify the scope of pate
protection more so than in Canada, better supports the evolution of commercial activi

Summary TabléPatents)

Cross Border Issue Canada uU.S.

Priority First to File First to Invent

Joint Ownership Coowners can practice, assign but n{ Coowners can practice, assign and
license license

Novelty 12-month grace period
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Accounting for Profits Yes No
Collaboration CREATE Act
Compulsory licensing Yes No

Publication 18-months from priority filing date 18-months from priority filing date
unless withdrawn and abandoned unless only U.S. filed
First Filing Joint US; Canada IP must be filed in the U.S. first, unless foreign filing lice
obtained from the USPTO.
Foreign Filing License Requir No Yes
Patentable Matter
Higher Life Forms No yes
Plants Plant Breeders Rights Plant Patent Act
Stem Cells Only if they cannot develop into an Yes
adult
Software If integrated with patentable matter If claimed as a practical application
Business Methods No yes

Copyright

Term

Both the Berne Convention and TRIPs provide for a miniwapyright duration for most works of the
life of the author plus 50 years and this term is adhered to by Canadian legislation. The United States has
extended the term of copyright by an additional 20 years to the life of the author plus seventy years.
Copyight rights in both jurisdictions run to December 31st of the fiftieth or seventieth year respectively.

Ownership

The issue of ownership in botl.S.and Canadian copyright law starts with taesumptionthat the
author(s) of the copyrightable work are géhowners of the copyright. However, there are subtle
differences between how each country deals with situations where the copyrightable work is made
under a contract of employment or service. The law inlth8.contains statutory provisions around the

isgzS 2F G622 N
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with the entity that hired the creator to make the work. A work for hire is defined.fBlaw as:

(1) a work prepared by an employee within the scopaisfor her employment; or

(2) a work specially ordered or commissioned for use as a contribution to a collective work, as a
part of a motion picture or other audiovisual work, as a translation, as a supplementary work,
as a compilation, as an instructidriaxt, as a test, as answer material for a test, or as an atlas,
if the parties expressly agree in a written instrument signed by them that the work shall be
considered a work made for hire.

Works made by salaried employees in tieS.are therefore conislered works for hire and are owned
by the employer. Works made by independent contractors are also considered to be works for hire if
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they meet the criteria of (i) being specifically commissioned, (i) falling into one of the nine categories
listed in (2)above and (iii) being identified as a work for hire in a written agreement. 1Jte since

1978, a work for hire has a different copyright duration from the usual life of the author plus 70 years:
the shorter of 95 years from publication, or 120 yefaesn creation.

Similarly, in Canada the employer is considered the first owner of copyright if there are no agreements
to the contrary. However, works created by an independent contractor, even if the contractor was hired
to specifically create the copgtited work, are owned by the contractor in the absence of an
assignment to the hiring party. Assignments of copyright in Canada must be written.

CCSIP Impact

Ensure that researchr consultingarrangements involving independent contractors in Careuh
the U.Sinclude assignment of anf, including copyright, to the contracting party.

Derivative Works

USO2 LI NRAIAKG f1 6 AyOf dzRDBRvative Wobrks: Xi dzAiRNBK RISNB y3 HiLUNRE & 2 A
that include major, copyrighprotected eements of an original, previously created first work. Derivative

Worksare copyrightable undeld.S.copyrightlaw as long as they include original elements over the

originalwork upon which they are based.

Though Canadian copyright law does not explicilfine "derivative work", the&Copyright Act of Canada
provides a list of various types of reproduction, performance or conversion that effectively amounts to
derivative works, which are separate copyrightable works from the original copyrightable works upon
which they are based.

Moral Rights

Copyright law in CanR I I £ a2 LINR @A RS Mordl Ridhitg ¢ Kil20 GFKNSS | QIRGEKE2S\NR 26T
Moral rights are inalienable rights, distinct from copyright, that grants the author the right of integrity of

the work (i.e. the work cannot be modified or associated withradpct in a manner that would

prejudice the honour or reputation of the authond the right to association with the work (or to

remain anonymous or to publish under a pseudonym). Moral rights cannot be assigned, they can only be
waived either in whole oin partby the author

TheMoral Rghts in theU.S.are less well defined; the Visual Artists Rights Act of 1990 recognizes moral
rights but only for works of visual art. When the United States signe@énee Conventionit stipulated

that the Convention's "moral rights" provisions were addressed sufficiently by aftfestatutes, such

as laws coveringlander and libel

Rights for Joint Copyright Owners in the U.S. and Canada

In the U.S., the rights of joint owners of a copyright toleitghe copyright are generally similar to the
rights of joint owners of L& patents. However, there is one key difference. While a patent joint owner
has no duty to account to the other patent joint owners, a joint owner of a copyright must account to
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the other joint owner(s) for a ratable share of any profits earned from usimigcensing the copyright.

In the absence of an agreement to the contrary, each joint owner of a copyright has an independent
right, without obtaining the consent of the other joint owner(s), to exploit the copyright. Furthermore,
each joint owner magrant nonexclusive licenses under any of these rights to third parties.

The Canadian law on copyright joint ownership is not entirely clear.

Fair Use vs. Fair Dealing

In the U.S.Y%air useQof a copyrighted work for purposes such as criticism, commegwysnreporting,

teaching (including multiple copies for classroom use), scholarship, or research does not infringe
copyright. In Canadatair dealingas defined by the Copyright Act is more restrictive thanthg fair

use provisions, being limited t®d. B Ay 3 YIF GSNAIFfa F2NJ aNBaSFNOK 2N L
U.S, showing films or videos in a classroom without special permission or performance rights is
permitted. In Canada, public performance rights must be acquired to show a video oinfibm

classroom. The).S.also allows making copies of works for distribution in class. In Canada, it is forbidden

to do so without special agreement or payment to the copyright owners. Unlik&JtBeconcept of fair

use, in Canada fair dealing does nohtin exceptions for parody and satif@]. A bill has been tabled

GAGK GKS /FYFRAFY tFENIAFYSY(d GKFEG 62df R SELI YR (K
fair use regime in the U.S.

Non-Copyright of Works by the U.S. Government

A work of the United States government, as definedJoyted States copyright lavis "a work prepared

by an officer or employee of thd.S. governmeras part of that person's official duties." The term only
applies to the work of the federal government, not state or logalegnments. In general, such works
are not entitled to domestic copyright protection under U.S. law. Note that the Act only speaks about
domestic copyright. The USA can still hold the copyright of those works in other cou@iries.[

In addition, many pulbdiations of the U.S. government contain protectable works authored by others
(e.g., patent applicationssecurities and Exchange Comnaigdilings, public comments on regulations,
etc.), and this rule does not necessarily apply to the creative content of those works.

Summary Table (Copyright)

Cross Border Issue Canada u.S.

Term Authors Life + 50 years Authors Life + 70 years
Ownership { G G dzd 2-MEK A NBZ NJLIN
License Consent Probably No

@'y Ay RSLIK GNBIGYSyil 2 FHedlikgSFairfDrahingZ2otpsrai® Copfrighf Ana8isdf 2 dzy R Ay &
Canadian Fair Dealing to U.K. Fair Dealing and U.S. Faidkése
http://papers.ssrn.com/sol3/papers.cfim?abstract id=1014404

(9) See http://en.wikipedia.org/wiki/Copyright_status_of work by the U.S. government
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Account of Profits Yes Yes

Derivative Works Implicit derivativelike provision {dF Gdzi2NE GRSNR QDI
Moral Rights { G Gdzi 2 NE aY2NI ¢

Fair use/dealing More restrictive Less restrictive

Trade Secrets

Trade secrets in the).S.are governed by statstatutes as interpreted by the courtahile in Canada the
law relating to confidential information is entirely judge matdv, i.e., there are no trade secret
statutes in Canada as those in the UB be afforded trade secret protection in either theS.or
Canada in essencethe information must be sufficiently removed from the public to qualify as
confidential information(not known), have commercial vaufrom not being known, and must be
subject to reasonable efforts to protect its confidentialityltimately,A Y LINJ r&dlé deed 1aw isk (
broadly similar between the two jurisdiction$0]

Certain Licensing Laws

PostExpiry Royalties

The U.S.Supreme Court has held that the extraction of a royalty after the expiry of a licensed patent
constitutes an extension of the monopoly power of a patent past the patent term and is therefore
unlawful[11] Taking this a step further, the courts have coneldidhat the existence of a licensing
provision that requires such poghtent expiry royalties may constitute patent misuse and thereby
prevent the enforcement of licensedU.S.patent. There is no equivalent legislation or case law in
Canada.

Licensors bU.S patents can address this in one of several way by:

1. Structuring the license with a payment scheme wherein payments made post patent
expiration are clearly attributed to the prexpiration use of the invention.

2. Licensing a group of patents witlifféring expiration dates.

3. Licensing knovihow or trade secrets separately from patent rights, potentially even having
separate royalty rates payable for each intellectual asset.

CCSIP Impact

In cases where a licensing arrangemémta U.S. patentontemplates the payment of royaltig
after the term expiry of the licensed patents, consider licensing khow or trade secretg
separately from the patent rights.

(10) A more in depth discussion can be found in the arti€kade Secret Law in Canaatad the United StatesSee:
http://www.gowlings.com/resources/publications.asp?pubid=768

(12) Brullotte v. Thys, 379 U.S. 29 (1964)

(12) For further details seeHow to GetRoyalties After a Patent Has Expir®deiss, C. A., Corsello, K. R.
http://www.kenyon.com/files/tbl_s47Details/FileUpload265/128/Royalties.pdf
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Challenges to Patent Validity

In 2007 the U.S.Supreme Court ruled that a patent licensee may challenge the validity of a licensed
patent while continuing to pay royaltieso the licensoff13] This overturned a rule previously
established by the Federal Circuit, which precluded a licensee in goodisjaindm challenging the
licensed patent. Under the old regimbcensees had the choice of continuing to pay royalties on a
potentially invalid patent, or ceasing the royalty payments and risking termination of the license and a
lawsuit for breach of comact. There is no equivalent case law in Canada.

CCSIP Impact

Canadian licensors will often include license provisions that prohibit licensees from chall
licensed patents. These provisions are valid under Cangaliahbut not underJ.S law.

(13) Medimmune, Incv. Genentech, Inc., No.-@898
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Chapter 3 - CROSS BORDER COLLABORATIVE RESEARCH
FRAMEWORK

Introduction

Successful crodsorder collaborative research relationships will require several distinct, but related,
agreements to be structured between the collaborating partiebligh level interactions between
collaborating research institutions may be governed by memoranda of understanding, however, at the
LRAYG GKFG + aLISOAFAO NB &SI NOWKS ALSNEPNIOKO (! viliNgE STByY O $ .
required that sets out: (ijhe manner by which the research undertaking will be managed, (ii) which

party will be responsible for which aspect of the work, (iii) where resources will be allocated, and (iv)

what rights each of the parties will have to research results.

As the resedd K LINP 2SOiG Y2@Sa TFT2NBFNRI Lt Intyfdngtitutiondl 3 Sy S NJ
Agreement is necessary to set out the rights and responsibilities of the contributors to each item of co
developed IP.

C A ¥y | Tedhrblagy @iransfer Agreemerdtssuch as dienses, assignments, or MTAs, are required for the
commercialization or transfer of the technology and related IP.

Figure 3.1 graphically depicts the flow of knowledge creation and the agreements that are required to
support each stage of a successfuleash collaboration
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Figure 3.1: Research Artifacts, IP and Required Supporting Agreements

As shown in Figure 3.1, the primary outputs of a Research Agreement involving academia are typically
éScholarly Works | Yy RX  KTArgiBléF I@zSthdlarly Works includeublications, presentations,
theses, and laboratory notebooks, which are typically owned by their creators. Tangible IP includes
inventions and creations that may have commercial value, arising from the Scholarly Works, and that
may be subject to patentiy copyright protection (e.g. software), tragecret/knowhow protection, or

other proprietary management (e.g. biological materials and data).

The Research Agreement needs to provide a framework that determines who owns and who has access
to all of the mtential Scholarly Works and Tangible IP outputs.

Where IP is jointly developed and owned by two or more parties, the management and
commercialization/dissemination of the @wned IP should be governed by an Inbestitutional
Agreement between the invding institutions. Thdnter-Institutional Agreement will govern how €o
owned IP is managed and where the costs and benefits of commercialization/transfer are distributed. In
the example provided in Figure 3.1, a patentable technology, a research tambh piece of software

were cedeveloped, while a biological material was generated at a single institution (and therefore was
not subject to an Intetnstitutional Agreement).

Note that Figure 3.1 contemplates only the situation in which the researtituitien owns the Tangible
IP created by its researchers. Though this may be simpler to assess from the perspective of future
investors in the technology, as discussed in Chapter 1 this may not automatically be the case. Where the
research institutions owtP, there can be IP owned by a single institution eowmed by two or more
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institutions; however, where researchers based in Canada also directly own IP this situation can become
much more complicated and difficult to manage. This chapter assumed #mgiible IP is solely owned
by the institutions.

If any researchers maintain ownership rights in the IP, through their institutional policies, and exclusive
licensing (or assignment) to a company is the optimal route of commercialization, the IP management
rights will need to be consolidated. This can occur either through the researchers entering into the
equivalent of an Inteinstitutional Agreement that grants one party the right to manage the IP and
grant licenses etc., or through the-tfvning researchrs being party to the exclusive Technology
Transfer Agreement, or perhaps having separate Technology Transfer Agreements entered into by the
licensee with each owner of the IP.

Finally, each item of Tangible IP will be hopefully distributed or commercialized via a Technology
Transfer Agreement, which will govern the actual transfer or commercialization of the IP to the private
sector.

None of these agreement types exists in awam: they should integrate with each other and with the
broader considerations of the legal environment in which they function, including the-boodsr IP

issues discussed in this report. A single Research Agreement, which normally lasts for aatitwe olfu

the research project, can spawn several IAtstitutional Agreements and multiple Technology Transfer
Agreements. These latter agreements can then have a considerably longer lifetime than the Research
Agreement, typically lasting for as long #&w term of their subject IP. Figure 3.2 provides a
representation of the timelines associated with collaborative research outputs and their associated
agreements.
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Figure 3.2: Agreement Timelines

Figure 3.2 graphically depicts the generation of research results and artifacts, wheretanifag

include outputs such as proprietary materials and data, plotted by time from inception of the
collaboration vs. the value of the result to an external audience.

la aK2gy>s (GKS NBaSINOK LINRB2SO0G 3ISy S NheseShave beSrnd S NI
colour-coded so their path from discovery through publication and technology transfer can be followed.

Following the green path, the research results lead to the generation of a publication (based on
combined research results, whichar6 ¢ 2 6 SR & &/ wé 0 FyR GKS RS@St 2 LY
that subsequently undergoes technology transfer by way of an MTA.
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The redcoloured results are also compiled into an academic publication. However, in this case there is a
jointly-owned patent fling and an Intetnstitutional Agreement is put in place. This subsequently results
in technology transfer via several nemclusive licenses.

The blue research results have a similar path, but are commercialized via an exclusive license. Note that
thia LI GK YIé& 68 SEGSYRSR o0é& (KS tA0SyasSS | a 7¥dzi dzNE
commercial product.

This chapter does not provide an exhaustive list of the terms that should be included in each agreement
type, nor is template languagerqvided, rather it provides a review of the basic principles involved in
each agreement type that are relevant to crdssrder issues. Many of the crebsrder issues that are
described in Chapter 1 and Chapter 2 of this report need to be considered wriietusng the various
agreements. The sponsored research or technology transfer offices in most research institutions will
have their own templates for each type of agreement that may, or may not, recognize the complexities
inherent in a cros®order colaboration.

Research Agreements

The parties to a Research Agreement will typically be an industry sponsor and a research institution such
as a university. However, complex arrangements that encompass collaborations between multiple
universities, industry artners, research hospitals, and government laboratoriespotentially with
funding from a mixture of industry, federal, state/provincial, or qanofit sourcest are also governed

by Research Agreements (often under the guise of affiliation agreementstaork agreements). In

most cases, these complex arrangements will be codified in a suite of agreemesdse twoparty,

others multiparty T which need to be considered in their totality to gain a full understanding of the
relationships and treatment dP.

As discussed above, Research Agreements should recognize that there are a range of potential Scholarly
Work and Tangible IP outputs from research projects, and provide a framework for the ownership,
management, and access rights for these, both irmte of any crosborder IP issues and also the
potential requirements of research sponsors and downstream licensees (described in Chapter 4).

The primary terms that should be included or otherwise considemedcrossborder Research
Agreements are descrilebelow

Publication Rights

In keeping with traditional academic practices, the copyrighSamolarly Worksshould vest with the
creators of the work.

As a standard academic principle in Canada and in the U.S., universities will generally not undertake
secret research and all results need to be fully publishable. Research Agreements should therefore
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ensure that they include terms that confirm that thertias have the right to publish the results of the
research.

U.S. universities have particular cause to ensure that no undue restrictions to publication are allowed,
because limiting the right to publish will jeopardize the status of the research undeFuhdamental
Research Exemption i0.S. Export Control laws described inChapter 2 Loss of rights under this
exemption will require : either the university to obtain an export permit; or, for it to exclude any non
U.S. citizen students in the project.

U.S. Export Control laws do recognize that the protection of Background IP, particularly commercially
sensitive Background IP owned by industry, is an important tenet of research collaboration though.
Hence these laws provide that research institutions edlow their partners, a reasonable delay to
publication (typically not more than 9@ays) for preLJdzo f A OF G A2y NBOASSY O6AO0 (2
background proprietary information is divulged and, (i) to provide an opportunity for the
partner/sponsorto file (or direct the research institution to file) patent applications. Canadian research
institutions also follow a similar practice.

The need to delay publication to preserve commercial vadteuld thus bebalanced against the
impacts of thepotential loss of the Fundamental Research Exemption.

Research Agreements may also include clauses that cement the understanding -dnathowship of
publications will be determined under standard academic principles and that funding sources will be
acknowledged In this latter regard, certain funding sources (suchGIBRN contractually require
acknowledgement of their contribution to the research effort while also requiring reporting of
publications to the funding agency.

Intellectual Property Ownership

A reseach collaboration will typically involve both Background IP, which the parties have developed
previously and are contributing to the collaboration, and Foreground IP, which may be developed during
the collaboration. In order to aid in the commercializatiof Foreground IP, Research Agreements
should require that each party promptly discloses new IP, particularly jadetheloped IP, to all
collaborating parties. Note that a Research Agreement maybe considered a JRA under the CREATE Act
and we refer to ou comments above (see Chapter 2); also, to ensure the patentability is maintained
worldwide, due to absolute novelty which is discussed above, the Research Agreement should contain
appropriate confidentiality provisions.

The Research Agreement should pdevian explicit framework for determining the ownership of
Foreground IP. A typical framework assigns ownership rights to those parties that created or invented
the Foreground IP, with the creators/inventors of the IP being determined by reference tovisefda
determining inventors under U.S. or Canadian IP (typically patent) law.

In a simple two party Research Agreement between a U.S. and a Canadian research institution this leads
to three possible IP ownership scenarios:
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1. U.S. institutiorowned
2. Canadiannstitution owned
3. jointly owned by both parties.

In situations where multiple institutiongbarties and industry sponsors are involyéidis possible to
havemore than two owners of the IP.

A substantial number of Canadian Institutions have2atpA O@rea®rh ¢ ¥ S R THistcén add an
additional layer of complexity wherein the ownership of IP is spread across several researchers and
institutions. Unless appropriately dealt with in the Research Agreement and subsequent agreements,
this fragmenation of IP ownership rights can be an area of significant concern to future commercial
partners and their investors. The simplest method of ameliorating this concerreissure that, where
possible, researchers are compelled to assign their IP righthdir home institution otherwise, a
detailed and clear summary of the fragmented IP ownership situation for any given research
collaboration should be prepared and managed by the contracting parties

Under usual circumstances, no direct ownership righ is afforded to the funding parties; most Ron
industrial sources of funding in the U.S. and Canada do not claim ownership rights to IP developed
during funded projects.

Rights to Use/Exploit Intellectual PropertfAcademic Parties)
Ownership of IP idistinct from the rights to use or to commercially exploit the proprietary technology.

Research Agreements should describe the Background IP that each party is contributing to the project
and the terms under which the collaborators can use such IP. llgqam important is the explicit
definition of the Background IP that parties are withholding from the collaboration (whether due to
existing third party rights or other reasons).

Foreground IP should be available for all academic parties in the caladorto use for research,
scholarly, and educational purposes. This use should be with the proviso that the originator of the IP has
the right to the credit afforded by being the first to publish the research.

Funding agreements from specific agencies stayulate that certain research outputs need to be made
available more broadly. For examplélRMrequires that biomedical research tools are made available
to any researcher in the State of California for free or at cost.

Where coeowned IP is developed between namdustry partners, an agreement will be necessary to
govern how this joiMP is managed and commercialized. The terms of this agreement can be
incorporated into the Research Agreement; however, inclusion of serchs at this stage is typically
premature, because at the outset of the research project it is impossible to determine exactly what the
output IP will be and who will have contributed to its conception and development.
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As will be discussed later in thihapter, a separate Intdnstitutional Agreement between the €o
owners of the joitlP is usually the most appropriate method by which to govern the management and
commercialization of jointP.

The framework of the Inteinstitutional Agreement can ber@-negotiated and attached as a schedule
to the Research Agreement as a template, retaining the flexibility to determine who manages the IP and
how expenses and revenues are disbursed after IP has been generated.

Rights to Use/Exploit Intellectual Propertfindustry Parties)

The potential involvement of industry sponsors creates additional complexity with respect to the
treatment of Foreground IP in Research Agreements because, in return for their investment, the partner
companies typically desire rights &mcess technology and IP that is generated by the collaboration, no
matter who is the owner of the IP.

Several of the croslsorder IP issues described in Chapter 1 and Chapter 2 are of direct relevance to
terms under which industry partners can be grashtgghts to IP under Research Agreements.

The issues of particular relevance are listed below:
1. The BaykDole Act

Often industry partners desire outright ownership of Foreground IP; however, the-BalghAct
prevents U.S. universities from assigning IRdmmercial partners, without first obtaining a waiver
to do so from the funding agency.

In contrast, Canadian institutions are capable of effecting such an IP assignment, often in return for
a higher overhead rate charged on the cost of the researcm@saignment fee.

Typical Research Agreements in both the U.S. and Canada do not grant industry sponsors
assignments to technology but rather grant a titiraited option to obtain license rights.

Research Agreements involving IP developed, even partelly).S. universities should further
explicitly state that any commercial rights granted to industry partners will be compliant with the
terms of the BaytDole Act (e.g. with respect to U.S. manufacturing requirements, Miarétights,
etc.).

2. U.S. Tax Ledgdion and Ta¥Exempt Bonds

If research facilities that were financed by IExempt Bonds in the U.S. are going to be used in the
research project, then the host institution will be precluded from -pegotiating any of the
business terms associated withe eventual transfer of commercial rights to an industry partner
(including setting caps or ranges). Under U.S. Tax legislation, where facilities fundedExefiax
Bonds are used, business terms can only be set at the time the technology is availéibnging.
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