
}L le
'/4 Kffi{ol<....-"

Z=n ..1.1i

C1
\ f

Tclr.'Plrlrrc.'I:r-f')-il It\lil{x.{)aIU 60I 0?i
, :-(+ I t0 r.,00 978/07_r.1 J I 8 t{68

Fa\' .'r-r-: -ll1U txrh rl I,)r--
Ertta il: i,, rrrrnrrrr ic{ tion rrlr:r iir. lo.,i e
Wcbsitr' : rvwrv.rnfh.go. kc

-pl A HARAMBEE AVENUE
P.O. Box 3055 I -0010t)

NAIROBI. KENYA

1i

When replyrng plfase quotc Rci: No. and darc

ISTRY OF ToREIGN AND DIASPORA AFFAIRS
TATE DE,PAItTMENl- FOR FOROIGN AFFAIRS

Rc1. Ntr MFA.AU 16/s4 VOL. 24 (11O) PARLIAM E N T
OF KENYA
LI B RAF.Y

11,,,". !.!llM9y, 2025

Clerk of the National Assembly
The National Assembly
NAIROBI.

GUIDELINES ON INTELLECTUAL PROPERTY STRATEGY IN JOINT RESEARCH AND
COLLABORATION DURING OUTB REAKS

The Executive Secretariat of the African Union Scientific, Technical and Research
Commission (AU-STRC) and the African Scientific Research and lnnovation Council (AU -
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The objective of these guidelines is to support the domestication of these guidelines within
national policies, with the ultimate aim of establishing a harmonized, continent-wide
standard across Africa.

5ubmitted for your information and necessary action

Katana An

FOR: PRINCIPAL SEC RETARY

{,sriiil.:rT
rVE: I

2 3 llAY i$?b

vugl-I \,r

VANgX
hIVI-IUvd

A {o
IN!t

$

Encls.





AFRICAN UNION

SCIENTIFIC, TECHNICAL AND
RESEARCH COMMISSION

Document
White paper on E
in Africa
Afiica Free of
Framework
Guidelines on I
Stlategy in
Collaboration

a. Parliament:
Committee

b. Ministry of Justice

ntellectual Property
Joint Research

During Outbreak

ffi)
Ret AU_STRC/ASRIC/l 1.04.2SIASRTC_CON

The Executive secretariat of the African union scientific, Technical and Researchcommission (AU-STRG) and the Afi.ican scientific Research and Innovationcouncil (AU-ASRIC) presents its complimenrs to the African Union Ernbassies/[{igh cornmissions and has the honor to inform the Ernbassiesi}Iigh commissionsto disseminate the following documents:

COMMISSION SCIENIIFIQUE,
TECHNIQUE ET DE LA RECHERCHE

Reci ient
radicating Stunting a

b
Ministry of Health
National Health Commission

Hepatitis Report and
2

.,
Justice

develo ed

In this regard' the AU-ASRIC Secretariat kindly requests your esteemed assistancein dissemillating the attached docunrents to the aforemlntio.ed recipients. Theobjective is to support the domestication 
9f these gria.tir". *itrrin your natio,alpolicies. with the ultirnate airn of estabrishing ", rrr.r""rired. continent-rvidestandard across Africa. The documents can arso be found i, irr" ASRIC website:https ;r/asric .africal

l'he Exec,tive Secretariat of the Au-STRC and AU-ASzuc avairs itself of thisoplroftunity to l'enew to the African Union Embassies and High commissious, trreassurance of its highest consideration.ff\L

The High Cornmission of the Republic of Kenya

coilN\)

I
z

ra

l{{
+

SiN

ABTJJA

I

Abuja, llth April,2025

UNION AFRICAINE

I





tsfl ttb
G

Vl N

. 1,6.,:i
i

tt\

GTIIDELINE ON II\TELLECTUAL
PROPERTY STRAT'EGY IN JOINT

RESEARCH ANT} COLLABORATION
DURING OUTBRIIAKS

rr& 
"oa,oW.paprris 

r-

BY:

CLIirir.
Ti-I}j .T'AB I-.8:

f,sjE^4Br"y
f1 A'rr

(, I

)J

\

--
L-

-F





GUIDELINE ON INTELLECTUAL PROPBRTY
STRATEGY IN JOINT RBSEARCH AND

COLLABORATION DURING OUTBREAKS

2023

ii



Prcface

1hc enrergence ol'ltandcrtrics, fi'orn I'llNl arrd Ebola to thc unpreccdented COVII)-i9 crisis"

has highlighted both tlre strcngths arrd vulncrabilities in global health inh'astructure and

irltellectttal propcrty (ll)) {r'anreworks. While countlies with lobust IP strategics ernd access to

aclvanced healthcare technologics rapidll, mobilized resources. nrarry developing natiorrs,

particularly in Africa. laced significant challenges in accessing csscutial medical supplies,

vaccines, and teclrnologies. This disparity underlines the need for a comprehensive,

collaborative approach to intellectual property management during outbreaks, one tlrat

balances itrnovation incentives with equitable access.

l'hc "Guideline on Irttcllectual Property Strategy in Joint Research and Collaboration During

Outbreaks" is an cssential fratnework fol fostering cooperation and creating a lair IP landscape

across Aft'ican nations. Developed by the African Scientific Research arrd Inrrovation Council

(ASRIC). this guideline serves as a crucial tool lor AU Menrber Srates. research instituriols.

po lcYnr ers, a r1 ltl II l',v

research collaboration. and address the legal and operational complexities of IP rights in the

context of public health etnergencies. It provides best practiccs lor rnanaging IP rights through

all stages of research collaboration-from initial idea devetoprnent to commercialization and

equitable benefi t-sharing-rvh ile respecting lndigenous knowledge systems and errsuring that

local conrmunities are included in thc innovation ecosystel-n.

This guideline is parricularly tinrcly, as it not only addresses cun'ent needs but also builds a

ibundation for resilience against future outbreaks. By outlining a structurcd approach to IP
nlallagelnent that is sensitive to both regional needs and global standards, the doculnent seeks

to enhance Africa's capacity for self-sustained innovation, creating a trore resilient and self-

sufllcient public health infrastructure. This collaborative framework encourages a network of
Afiican reseat'chels and innovators to develop and share knorvledgc, ensuring that Altican

coutrtries are bettet'equipped to respond swiftly and etfectively to thc next public health crisis.

lt



Forward

l'he coVID-19 pandernic was a stark re,inder of the critical role that intellectual propertyrights play in the development and distribution of life-saving technologies. For Africa, thepandernic underscored the urgetrt need for an IP framework that supports both local innovationand international collaboration. IP rights, often viewed as legal instruments to incentivizeindividual creativity' tnust also be adapted to address colrective needs during grobar hearthemergencies. In such tirnes, inteilectuar property management becomes not onry a regalrrecessity but also a moral irnperative, requiring a balance between protecting innovators andensuring public access to essential technologies.

This guiderine, "Guiderine on Inteilectuar property strategy in Joint Research andcollaboration During outbreaks," is a pioneering initiative by ASRIC that airns to create acohesive and adaptable IP strategy for Africa. The docurnent is meticurousry structured to guideresearchers, poricymakers, and industry readers through each phase of joint research, fromresource sharing and knowledge generation to commercialization and equitable benefit_sharing' By crarifying ownership, Iicensing, and benefit-sharing terms, the guiderine provides
a transparent franrework that protects the rights of all stakeholders involved while promoting
an ecosystem of trust and collaboration.

Special attention is given to the unique context of African nations, where access to resourcesand IP infrastructure varies greatly' The guideline emphasizes the 
'eed 

to protect Indigenousknowledge and offers strategies to incorporate traditional knowledge systems into modernresearch without compronrising the rights of local communities. Furtherrnore, it addresses thecritical rore of government interventions, sucrr as compursory ricensing, in ensuring equitabre
access to technologies during enrergencies.

In establishing this guiderine, ASRIC has not onry fiiled a criticar gap but has arso provided aroadmap for a future where Africa can be an equal partner in global health innovation. .l.his
document is rnore than a set of rules; it is a call to action for African nations to join forces,le'erage their unique strengths, a.d contribute rneaningfury to the grobar fight againstpandenrics This guideline sets the stage for a resilient, self-reliant Africa that is prepared tomeet future health challenges with confidence and unity.
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I. IN]'IiODUCI'ION

'l'he COVID-19 pandcnric has brought nranv inrcllectual propcrty (ll)) acccss issues ro thc
tbrefront ol ilttellt atiorra I debale. While rvealthier countries werc able to deliver vaccines to
their residents. treat their patients and recovcr econonrically, devcloping countries struggle to
access the knowledgc and techttologies to do the sarrre. Pandenrics usually pose global public
health problems leading governments, health technology and pharrnaceutical companies to
increase efforls to develop ventilators, diagnostic tests, pharmaceutical drugs, disinfection
technologies. vaccitrations, personal protective equiprnerrt, and other mcdical technologies to
contbat infectious d isease ourbreaks. I

-llle global race for vaccitres and rredical equiprnent dur.ing oulbreaks is not a ,o'el
pltenonrenon' Fronr HINI2 (2009) and Ebola3 (2014) to the more recenr CovlD-19 outbreak.
irrleclious disease epidenrics have posed an ongoing risk ro global hcalt6. securitl,. arrcl

- :^^^^'i" ^'ts^^cls-i^ .{ f"iea Pes' eFicerri€sh*ve illr.stretcc tl:r -i{+1,ee*{,a115+e1;fifltj,iiet}--
collaborative efforts to respond to transnationar public hearth crisis.a

The unprecedented pandernic of the coronavirus disease 2019 (covlD-19) triggered the need
for a sustainable fratnework for research and innovation collaborations amo,g research
institutions u'ithin and outside Africa. A single research institution in Africa may not have
sufficient resources or incentives to respond to global outbreaks allecting the whole continent.
l'he lack of |obust and coordirrated research and developrnent effofts in Africa reduces the
ability of Afi'ican.ations to rnanage both current and future outbreaks.

Fronl diagnostics tools, ventilators. prorective equiprnent, and disinfection technologies to
vaccines rrecessary to help build irnrnunity, intellectual property (lp) rights are at the forefront

I Ana Santos Rutschman, 'The lntellectual Property of CoVID-1g' (2020) saint Louis U Legal studjes ResearchPaper No 2o2o-28 <hrtps:/ /ssrn.com/abstract=36912 39> accessed 2G )une 2027.2 centres for Disease control and Prevention, '2009 HlNL pandemic" (last modified 11June 2019), online: cDc<h-ttps://www.cdc.gov/flu/pa n dem ic-resources/2009-h 1n 1-pandemic. htm l>. The HLNl flu is a subtype oflnfluenza A virus, commonly known as swine flu. ln the spring of 2009, a novel influenza A (H1N1) virus wasdetected first in the united states and spread quickly across the world. lt contained a unique combination ofinfluenza genes not previously identified in animals or people.I see world Hearth organization, "Ebora virus disease" (23 February zoztr, onrine: wHo<https://www who int/n ews-room/fact-sh eets/d etail/ebola-virus-disease>. (E bola virus d isease (EVD), formerly
l(nown 

as Ebola haemorrhagic fever is a rare, severe, and often fatal illness with numerous outbreaks s ince 19 76)4 world Health organization, "An R&D Blueprant for Action to prevent Epidemics,,(May 2016) at 5, online (pdf):wHo < hllps:/ /www who.int/pu blications/m/item/a n -r-d-b lueprint-for-action-to-prevent-epide mics >.
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of innovation activities' They play a significant rore in the deveropment, dissemination, andexploitation of technology required in Africa to mitigate the negative effects of outbreaks.

lntellectual propefty rights are Iegal rights which result from intellectual activity in theindustrial' scientific' literary, and artistic fields. They protect the intangibres of creativity andinnovatiou' rather than the physical property in which that creativity and innovation isexpressed, embodied, or manifested. Interectuar property rights are excrusive rightsestablished under natiotral law, granted to creators and innovators over the use of their creationfbr a certa in period of time.

Joint research and coilaboration during outbreaks require a comprehensive Ip strategy toidentify the rights of use and ownership of potentiar intangibre assets. An Ip strategy todeterrnine the rules of intangible assets management and commercialization, and to establishrnechanisnrs for sharing and distributing the economic benefits that arise from suchcollaborations.

The curre't document is an effort by the African Scientific Research and Innovation council(ASRIC) to develop guidelines to manage IP rights in coraborative research during outbreaksand beyond.

l.l Objective of the guideline

The objective of this guideline is to improve IP literacy and raise awareness regarding the roreof IP rights within the African Union (AU) Member States to ensure effective operationalcooperation among African researchers.

The guideline emphasises best practice modarities for the management of Ip rights incollaborative research during outbreaks and beyond.

The guideline aims ro:

' Improve AU Member States knowredge on the rore of inte,ectuar property rights to
erlsure an effective operationar cooperation among African researchers.

' create a prosperous ecosystem for innovation and creativity among u'iversities,
research institutions, and poricy makers in Africa by erevating the technicar knowredge
required to develop an Ip strategy.

' Facilitate collaborative researclt among Alrican countries and industries by sharing bestpractice ru les and regulations.

2



Leverage local research capacities by establishing a network of Alrican lP Scholars to

support Ah ican researchers and research institutes.

1.2 Scopc of thc guidcline

Ihis guideline outlincs the significant role that intcllectual prope(y rights play in the various

stages ofa joint rescarch venture. It assesses the lP challenges that tnay arise at each stage of

the collaboratiol and offers strategies for addressing issues during the negotiation and planning

stages of the collaboration.

The first part ol rhe guideline exar.uines the interrelationsh ip between IP rights and innovation

that arises in the context of .ioint research urrdertaken during pandelnics. lt describes the

diflerenr typcs ol intellectual properly rights itrvolved in the development and

commercialization of vaccines and related medical treatments. It also delincates thc

t-r.apteu,orks of dorrcstic and regiorral IP larvs and regulations as wcll as defining the tninitnuln

I

'lhe second palt focus on the research phase of collaborative innovation and explorcs the IP

challenges related to the research inputs. It describes the diflerent types of intellectual property

rights that can errerge during the joint basic and applied research. This includes patentable

inventions. copyrightable works, and trade secrets. Next, it examines the various lorms of

cooperation during tlre drug and/or vaccine development and testing; this includes liccnsing,

cross-licens iug, lrraterial transfer agreelnents and the use oI open-source nraterials. The

exceptions and litnitations relatcd to scientific research atrd experimental use of materials are

rlren exarniped as well as tlre use of materials in the public domain. Additionally, the guideline

recognises the imporlance of African lndigenous knowledge and provides an analysis of how

tr.aditional knowledge of African cornrnunities should be protected and used during the research

phase. Ultinrately it concludes with a discussion of the ownerslrip ol IP rights jointly gerlerated

by the differenr corlrributors (authorship and inventorship) and the different IP policies adopted

b1' ccrlain researclt institutiotts in Africa'

The third part exanrines the research outconres phase and describes the legal fratnervork to

protect. dissentinate. and cxploit the research outputs. It discusses the potential ttrecltatristrrs

Ibr. II, rights cxploitation and cornrnercialization including licensing. cross-licctlsirrrr. and.ioint

veltllr.es collalror.ation. Additionally. it addlesses t1,pcs of exploitation including non-profit use

1
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of protected works and inventions, royalty free access on humanitarian grounds, and

requirements of prior inforrned consent and benefit sharing mechanisms with local

communities. The guideline also examines the government intervention in the case of national

emergency or market abuse to grant conrpulsory licenses aiming to facilitate access to

rnedicines and related technology, as well as the concept of exhaustion of lP rights and the

parallel irnportation of goods or services frorn one country to another.

2. INTELLECTUAL PROPERTY ITIGHTS AND RESEARCH COLLABORATION

Collaborative research is rapidly gaining traction in modem times. This is attributable to factors

such as availability of modern technology; improved means of communication; increased

specialisation; intra-disciplinary and mu ltidisciplinary approach to research; and the desire to

tnaxirnize resources by sharing risks and expenses associated with research.s Research

collaboration and partnerships take place within and across different groups including

academic and research institutions, private sector corporations and industries, government

agencies and other public sector bodies, international groups, as well as non-governmental

orgatrisations. These collaborations span disciplines and industries, and take place within and

across national, regional, and international boundaries. In the context of Africa, collaboration

Inay also involve partnerships between scientific bodies and traditional and local communities,

their indigenous resources, knowledge, and practices.

5 Rochelle C. Dreyfuss, "Collaborative Research: Conflicts on Authorship, Ownership, and Accountability" (2000)

53 4 Vond I Rev 1161 at 1162-1163.

4

Collaborative research facilitates the pooling of resources and expertise, tninimization of
duplication. as well as robust outlooks resulting from the inputs of unique perspectives.

Ilowever, it also comes with several concerns, including those resulting from the cultural

orientation of specific sectors and other dynarnics associated with varying agendas,

perspectives, and approaches to research and development. Avoiding these challenges requires

proactively establishing rules to regulatc research interaction, whether it be for a one-off

collaboration for a specific purpose or a continuing relationship for an indefinite duration.

Failure to do this rxa)/ result in delays, disputes, fractured relations, and other complexities

which hinder tlte attaiument of the desired outcome. Civen that IP rights lie at the heart of

research and developrnent, it is irnportant to address complex IP rights issues that will likely

arise irr researclr collaborations.



Research ard deveroprnent coilaborations funded by rhe pubric sector or government a
are ecnerall' pubric-orientcd providing fi.ec cr arfordabre acccss to mcdicines. r

gencles

acc tes.
dia 11OStICS.311 fC

ervrro,rrrerlt wrrere povenl/ rates are o'erwhernringly high, governrnents are rikely 10 be more
interested in irlnovation-oriented collaborations that are readily affor.dable and accessible to the
public' other possible partnel's in collaborative research ventures such as NGos, international
and regiotral bodies also tend to be publicly spirired.

The Iack of unifornrity in the IP laws of Af ican Union Member Srates, particularly those
outside of the fi'arnework of the two regional IP bodies in Africa,6 creates an additional layer
of conrplexitl' for collaborators frorn different countries. The diversity of Ip laws within the
continent highlights the need for a uniform policy. such a policy will aid in the development
of a homogeneous understanding of IP rights, effectively balance private rights with the public
interest' and provide guidance regarding the lP issues that are Iikely to arise duri.g the process
of collaborative research.

2'I contcxt of Intcrtectuar propertv ltights in .I-cst Data, Diagnostics and MedicalEq uipnrent

It is expected that collaborative research during epidernics and pander.nics u,ill result in the
in'ention of trew drugs, vaccincs. diag,ostics a,d other rcsources ,eedcd to provide an

6 The African Regional lntellectual Property organization {ARlpo) established by the Lusaka Agreement in 1976,and the organisation Africaine de la Rropri6te lnterrectreiie loanr) created by the Bangui ABreement in 1977.

Creating a col'nlllon understanding at the onset is particularly inrportant to e.sure that
t'esearchers lt'oll diverse backgrounds can reach a cotrlrlorl understanciing rcgarding
expcctatiolls' priorities, dutics, ancl benefits. Fo'exanrple, researchers who w,ork in acaclenria
tcnd to operate fi'orn a "publish oI perish" pcrspective. prorDoting the dillusion of inforrnation
and thc publication ol rcsearch through journal articles and prcsentations at conr-er,rces are
their u Itinlate goals.

Conversely' industry parlicipants are often bu s iness-oriented and profit-driven. targeting
conlnlercialization' the securing of proprietary rights and the associated exclusivity that it
assurcs for research outcolxes. Additionally, they tend to be wary about discrosing business
related info.nation, often deploying means to protect and track the use of the equipment, data
and other resources rerated to the project. This is ail for the purpose of securing a,
advantageous position ovcr cornpct itors.

ii".t].,1 io r r :,rrrrtrrl r.i'ii.r o*na.n rletn in" I- ^



effective regime to address the disease. However, before these products are approved by
regulatory agencies and put in the market for public use, they must first undergo clinical and
other trials' The approval process typically entails the submission of test data which helps to
ascertain safety' efficacy and general fitness of the product. Thus, data is imporlant in research
which targets the developrnerrt of these products required to respond to new pandemics, suchasEbolaandcoVID-l9 Thecollection,anduseofdatainvolveinvestmentsoftime, 

labour,
and rnoney' without proper protection, this compiled data is vulnerable to exploitation bycompetitors who can simply gain access to the information and use it for their own purposes.
Since the lack of protection of IP rights can result in the ross of competitive advantage, the
question remains: how can IP rights be effectively deployed to protect the private rights in these
important research investrnents?

It is therefore irnportant to address IP issues related to test data. In most jurisdictions, raw,
factual data is not ordinarily within the scope ofsubject matter protected by Ip rights; rather, itis in the pubric domain. However, where the data has been serected, a*anged, organised, orbuilt into a database or further populated or enhanced through some value addition, it isimportant to address Ip issues associated with the ownership, use, and management of the

aggregated data' Such IP rights may include copyright, which protects original expressions.
Although test data, as factuar inforrnation, is not ordinariry protected by copyright, copyright
tnay become relevant where there is some value-added to the data. This may include as a result
of original erements inherent in the serection, arrangements, or organisation of such data. In
that case' what is protected by copyright is the selection or arrangement, rather than the content
itself.

Beyond copyright' test data may also be protected as confidential information or trade secrets
at common law or where avairabre, under a statutory regime. In order to obtain protection,
information is deerned to be confidential rvhere it has the necessary attributes of secrecy or
confidence' steps are taken to maintain its secrecy, and it does not comprise data that is in thepublic donrai,. where divulged to third parties, as may inevitabry occur during the course ofcollaborative research, it must be shared in circumstances that import an obrigation of
confidence. An irnportant way of achieving this is through the signing of a non_discrosure
agreement or a confiderrtiality clause as pa
'l'he clause should also extend the obligation
to-know basis, including employees and oth
product or process.

:rt of a larger agreement between the researchers.

to others who may be informed strictly on a need_

ers involved in the research or development ofthe

6



'l'he Agreernent on Trade Related Aspects of lntellectual Property (TRIPS Agreement)

specitically' provides fbt the protectiorr oltcst data as undisclosed inforrnatiotr under Article 39

(3) as Ibllows:

" Me ntbers, r'hen requiring, as tt cttndilion of approvittg lhe morketing o./'

phttrmaceulicol or of agt'icrtlturul chemicol producls y'hich utilise neu, chenticol

entities, the submis.sion o.f undist'losed te:;t or rtlher tlala, the origination of v'hich

int'olves a con.siderable effort, shall protcct such data ogainsl unfair contmercial u:;a.

In addition, Mentbers shall protcct such data against disclosure, except where

necessary lo prolecl the public, or unless steps are taken to ensure that the dala are

prolected against unfair cornmerciol tse " 
.

I-his is an inrportant lleasure lor safeguarding researcher investnrent in data creation from

cortrpetitors and thus helps to prcserve cornpelitive advatrtages. I-lowevcr, the enjoyment of this

obligation of confidentiality is dependent on secrecy: thus. parties in collaborative research

nccd to take steps to prcser'\,e confidcntialitl .

Beyond securing a corlpetitive advantage, con d ent ra lty an st c a

guidelines is particulalll, intportant where lhe research uses health-related test data derived

from nredical (clinical) inforrnation. Exarrrples of such data include health status, treatnlent

information, d iagnost ic-related information like laboratory results from blood tests and culture

results. imagery outputs frorn x-rays and MRIs.7 For these types of data. access and use are

strictly c ilcurr.rscribed by privacy laws and rnedical ethical standards. Thus, it is irnportant to

take steps to prevent unautlrorized use and disclosure.

tn this regard. advances in technological protection measures (TPM) have also played a role in

safeguarding confidentiality and cornpetitive advantage by rnaking possible the deployrnent of

data rnasking technologies for the protectiorr of test data.8 This is useful where the information

needs to be shared and there are concerns about dissemination. The law backs TPMs and thus.

? Patient/disease registries, which collect and track clinical information of specified patient populations, health

surveys, and clinical trial data from treatment experiments associated with clinical research.
8 Examples of data masking techniques include substitution of data with random characters or figures,

scrambling or translation of information into other languages, and alteration of numbers by the addition or

subtraction of a specific percentate in order to disguise the data.

7
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2.2 ldentif ication

collaboration

of potential types of intellectual property rights in joint research and

Research and collaboration during outbreaks nright entail various types ol intellectual property

Lights both in the research and comtnercialization phases' The types of IP rights 31s r'aSt'

varl,ing fronl irrvcntions that can be protected by patents. utility rnodels (petty patents or

innovation patents) or undisclosed itlfortlratiotr (trade secrets), to literary works protected by

copyrightsucllaspublicatiorrsofdift.erenttypes(papers.repotts'anc.ltechrrical....).soflware,

and databascs. Tradernarks tnay also be obtained for the brarrd-name of a particular product or

process.

[tisinrportanttoproperlydefinetlrelPriglrtsdevelopedpriortooroutsidethescopeofthe

research collaboration; particularly. where such rights rnight be required to exploit the results

of'1he i'esctrrch

'fhe following briefl1' describes the content

requirettretlts lbr protcctiolr.

of comtnotr types of IP rights and the legal

2.2.1 Patents

A patent is an exclusive right over the exploitation of inventions in all fields oftechnology' for

asetperiod(20yearsfrorrrthedateoffilinganapplication).Theinventordisclosesthe

invention to the public in exchange for a temporar)" state-erlforced rnonopoly to rnake'

construct. use. and sell the invention. patent rights encourage investment in innovation, while

contr.ibuting to public knou,ledge by providing access to the invention' To be patentable' an

inventiorr rnust be nove l, ir-rvolves an inventive step (not obvious), and be capable of industrial

application (usefu l).

certain inventiorrs rnay be excluded frorn patentability according to the TRIPS Agreement: (a)

inventions. the prevention within a ceftain territory of the comrnercial exploitation of r'r'hich is

lleceSSar)/toprotector.drepublicortnorality,includingtoprotecthuman.anitnalorplantlife

orhealthortoavoidseriousprejudicetotheenvironment,providedthatsuchexclusionisnot

rl]ade rrrerely because rhe exploitation is prohibited by law; (b) diagnostic, therapeutic and

surgical nrethods for the treatrnent ol humans or anirnals; and (c) plants and aninrals other than

nr ic ro-organ isnt s. and biological proccsses for the production of plants or anitnals other tlran

norr-biological and rn icrobiological (article 27 '2 and 3)'

9



Subject to several limitations and exceptions, a patent confers its owner the right to prevent

third parties from (a) making, using, offering for sale, selling or importing for those purposes

a product; (b) using a process; and (c) using, offering for sale, selling, or importing for these

purposes a product obtained directly by a patented process. Unlike copyright protection, patent

rights are granted based on a patent application and registration process. Patent owners have

the right to assign or transfer by succession, the patent, and to conclude licensing contracts.

2.2.2Utility Models

Utility models, also knorvn as petty patents or innovation patents, protect new technical

inventions by granting a Iirnited exclusive right to prevent others from cornmercially exploiting

the protected inventions without consents of the right holders.rl The common features of utility

nrodels include short term protection, waiving the requirement of non-obviousness and

inventive step and simpler application procedure compared to patents. The requirements for

acquiring utility models are less stringent than patents. While the novelty of the invention is

always to be met, the requirement of inventive step may be lower or absent in certain

legislations. The terrn of protection for utility models is shorter than for patents and varies

between 7 to l0 years. Conrpared with patents, a utility model is cheaper to obtain and

maintain. The utility model can be used to respond to the needs of local innovators, by offering

a short period of protection and easier and cheaper procedures to obtain and maintain

protection.

2.2.3 Undisclosed Information

While ensuring effective protection against unfair competition, any confidential business

itrfonnation that provides a business with a competitive edge shall be protected. The right

holders shall prevent inforrnation lawfully within their control from being disclosed to,

acquired by, or used by others without their consent in a manner contrary to honest commercial

practices.

1t Utility models are defined in section 3ter of the Horore Protocol on Potents ond lndustriol Designs, Zimbabwe

(2020),as "any form, configuration or disposition of elements of some appliance, working tools and implements

as articles of everyday use, electrical and electronic circuitry, instrument, handicraft, mechanism or other object

or any part thereof in so far as they are capable of contributing some benefit or new effect or saving in time,

energy and labour or allowing a better or different functioning, use, processing or manufacture of the subject

matter or that gives utility advantages, environmental benefit, and includes micro-organism or other self-

replicable material, products of genetic resources, herbal as well as nutritional formulations which give new

effects".

1"0



Undisclosed itrfortnation lray encornpass rnanufacturing, industrial, or corrn.rercial secrets.
Trade secrets nlay include business rrethods, aclvertising strategies. lists of suppliers and
cliertts' alld nlanufacturirtg processes. Unclisclosed inlorrnation can be protected [or a.
unlimited period of time as long as the person Iawtirlly i' control of the info.nation has taken
.easonable steps i, the circunrstances to keep thc inrorrratio, secret.

whilc there are no procedural requ ilements lor thc protection of undisclosed inforrnation, in
practice, they are often protccted through confidentiarity or no,-disclosure agreements.

As a condition of obtaining a nrarketing authorization of pharmaceutical or of agricultural
chelnical products which utilize new chemical entities, the undisclosed test or other data
required to be subrnitted. shall be protccted against unlair cornmercial use. In addition. such
data shall be protecled against disclosure. cxcept rvhere necessary to protect the public. or
ulrless steps are taken to ellsure that the data are protected against unfair cor,,rcrcial use.

2.2.4 Tradenrarks

A tradenrark is any sign or conrbination of signs that is used by a person to distinguish their
goods or serv rccs fronr those ol others. A sign can take the fornt of a word, desi gn. lctler.
nurneral. drarvirrg. color or an1, contbination of these forms. A tradcmark helps consumers
identify and purchase a product or service because its nalure and quality, indicated by its unique
trademark, meets tlteir needs. Tradernarks also prot cct the investrnent of tradernark orvners in
the goodu,illassociatecl u,ith rheir tnarks

'fhe owner of a registcred tradernark has thc excrusive righr to prevent others fronl
r'ithout lris/her conserrt in the course of tradc identicar or sirnirar signs for goods or se
rvhich are identicar or sinrirar to those in respect of which the tradernark is registered
such use would result in a likelihood of confusion.

ustng

rv ices

where

A trademark registration is usually valid for I0 -vears frorn the date of application and can be
renewed every I 0 years indefinitely upon payrnent of.annual f.ees.

2.2.5 Copvright

copyright protects the various originar nreans and rormats by which ideas or opinions are
expressed by a creator, Copyright does not protect the underrying idea, facts, procedures,
nrethods of operation' or trathetnatical concepts thenrserves; rather. it protects these ideas as
ntanifested in a tangible forrnat. According ro thc Berne convention. copl,right Iasts for the lile
ol the authors and 50 years after their death. The kinds of works in relatio. to collaborative

l1



research that rnay be covered by copyright include among others software in any expressed

forrn (source code), computer programs, graphical user interfaces (GUI), databases, technical

rnanuals, reports, articles, specifications, and drawings. As with other IP rights, a copyright

provides its owner the right to prevent others from copying, publishing, distributing to the

public. or broadcasting the protected work without the author/rightsholder consent. Copyright

also provides a set of moral rights which preserves the author's integrity of the work and the

intent behind the work (rights of attribution and association and rights of integrity).

Urrlike patents, copyright does not depend on a formal procedure for registration. Copyright

exists from the moment of creation of the literary and artistic work. Generally, the author of

the work is considered the first owner of copyright in the work. However, if the work was made

in the course of an employrnent contract, then the ernployer owns the copyright.

Intellectual property laws are territorial meaning that each jurisdiction regulates the IP rights

available in its territory through national legislation. National legislation is informed by various

international agreements, the most fundamental being the Agreement on Trade-related aspects

of Intellectual Property Rights, known as TRIPS. The World Intellectual Property Organisation

(WIPO) adrninisters 26 intellectual property agreements. These agreements establish minimurn

standards that must be met by the national laws of states that are party to them and are bound

by these agreements.

2.3,1 Domeslic IP laws

National IP frameworks typically consist of IP policies and strategies as well as a suite of

legislation dealing with the various IP rights such as a Patents Act, a Copyright Act, and an

Industrial Designs Act. For the World Intellectual Property Organization (WIPO) member

states, tlrese resources are available on the WIPO Lex Database.12 A review of national IP

legislation shows that it sets out the subject rnatter eligible for IP protection, the scope of

protection offered, and the application procedures, if any, to secure the protection for IP rights.

The legislation also sets out the national administrative structures for the issuing of intellectual

property rights. For example, a patent office that receives applications and issues patents in that

77

2.3 Intellectual Property laws and regulations: domestic, regional (ARIPO/ OAPI), and

international (TRIPS)

12 See "WIPO Lex Database", online: WPO <https://wioolex. >.



country' Irinally' r'enredies available for IP rights infringenrent are also provided in the
Iegislation' In sotne cottntries. there are IP policies specific to certain IndLrstries such as an Ip
polici lbr uni'ersities' Irtlrthcr, there Inay be other policics that are relevant to. and me,tion.
IP such as National Innovation Policies and National Devclopnrent plans. A derailed overvicrv
of the contents ol IP policies and legislation of AU rnenrbcr states is beyond the scope ofthese
guidelines.

2.3. 2 Regiono I I p ft a nteworks
Looking at the African continent as a region, two approaches are evidcrrt. The first approach
focuses on regional lP organisations, narnely the African Regional Ip organisation (ARIpo)rl
and the Organisation Afi.icaine de la propridtd lntellecturelle (OApl).r4 The sccond approach
is to can'ass the Regional Ilcononric cornmunities (RECs) to see what extent they are involved
irr I[) r'egulato|y fi'anreworks and how the Afi'ican Contincntal Fr.ee Tradc Arca (AfcFTA) will
integrate the RECs approaches. since rhey will fornr the building blocks of the AfcFTA.r5 The
IP protocol under the AfcFTA has vet ro be finariscd and rvi, not be discussed here llrereforc
the lollou,ing two subsections of.the guidelinc will cons ider the reg iona I IP orean rsatlons and
the IlECs. In addition. the establishnrent of an Africa-wide Ip structure that u,ould sharpen the

As it adds irnperus to the African

and innovation, thus

field of developrnent.

create a Pan African

visibility of IP issues as tlre1, 1gl31s to econontic devclopment
Union Assembly's political rvill and conrmitrnent to inventiveness
cmphasizing the significance of poriticar readership in such a strategic
The Assembly decision taken in this regard was in Januar.y 20 r3 to
Intellectual Property Organization (pAIpO).

13 As of June 2022, rhe ARrpo Current Member states are Botswana, Eswatini, the Gambia, Ghana, Kenya,lesotho, Liberia, Marawi, Mauritius, Mozambique, N.-rui", n*.nar, sao Tome and principe, Seycheles, sierraLeone, Somalia, Sudan, Tanzania, Uganda, Zambia and ZimbaUwe.ra The oAPl Member states are Benin, Burkina Faso, cameroon, the central African Republic, chad, comoros,
:::?::: 

c6te d'lvoire, Equatorial Guinea, Gabon, irinu., irinu" sissau, Mali, Mauritania, the Niser, senegat,
ls The African Continental Free Trade Area (AfCFTA) was signed in March 201g and came into force in Jan uary202t.The AfCFTA brings together f ifty-four African countries and creates a single market for goods, services todeepen the economic integration of the Afncan continent. The AfCFTA aims to build a iibe ralised market forgoods and servlces and to contribute to th e movement of capital and natural persons, creating new busin essdynamics that offer investors access to a population of 1.7 billion people and a combined gross domestic prod u ctThe agreement establishing t
of more than US S3.4 trillion
h au.int sl ef fil tre ES 437 - eat onsolidat dt t on cft en df

13

he AfCFTA is available ar



2.3.2.1 The Regional African IP organizations - ARIPO and OAPI

Africa has two well-established regional organizations for intellectual property administration.

The African Regional Intellectual Property Organization (ARIPO) generally caters to

anglophone and lusophone African countries by providing a harmonization of IP standards

through its various binding instruments, which member states voluntarily subscribe to. In

addition to the centralised service established by the Harare Protocol, ARIPO's member states

also have their own national IP laws and administrative structures which coexist with the

legislation adopted by the regional office. Meanwhile, the Organisation Africaine de la

Propridtd Intellectuelle (OAP) mostly covers French-speaking African countries.l6 OAPI's

contractitrg metnber states could only obtain a regional patent since they do not have national

lP laws. A right granted by the central office in Yaound6, Cameroon, subsists in all member

states. The table below lists the IP right instruments for each organisation.

16 "African lntellectual Property Organization (OAPI) - OA", online (pdf): WlpO
<httos :/,/www.wi oo.i n t/exoort/sites/www/oatent resister D orta l/enldocs/oa oi. odf>
l7 "Protocols, African Regional lP organisation", online: ARIPO <https://www.aripo.org/protocols/>.
rB Bongui Agreement Reloting to the Creotion of on Africon tnteltectuot Property Organization, constitutinq o
Revision of the Agreement Reloting to the Creotion of on Africon ond Mologosy Office of lndusttiol Property,2
March 1977, OAPI, Bangui, Central African Republic (entered into force February 7, 1982) online:
<https://wipolex.wipo.int/en/tre alies/details/Z27 >, as revised. Last revision made in 2015 and came into force
in November 2020.

ARIPOIT OAPII8

Harare Protocol

The Harare Protocol on Patents and Industrial

Designs

Administrative Instructions under the

Regulations for Implementing the Protocol on

Patents and Industrial Designs within the

Framework of ARIPO

Banjul Protocol

Banjul Protocol on Marks

Administrative Instructions for Implementing

the Banjul Protocol on Marks

Swakopmund Protocol

Swakopmund Protocol on the Protection of

Bangui Agreement Relating to the

Creation of an African Intellectual

Property Organization, constituting a

Revision of the Agreement Relating to the

Creation of an African and Malagasy

Office of Industrial Property (Bangui

(Central African Republic), March 2,

1977)

The Bangui Agreement deals with

patents, utility models, trademarks and

service marks, industrial designs, trade

names, geographical indications. Iiterary

and artistic property, unfair cornpetition,

L4



Traditional Knowledge and Expressions of
Folklore

Adnrinislrative Instructions under thc
Regulations for Implernenrine rlte
Swakopntirnd protocol

Policy Frartrework on Access and Benefit
Sharing Arising fr.on.r the Use of Ccnetic
Resources in the AIilpO Mernber States

Arusha Protocol

Arusha Protocol for the protection of new
varieties of plants

Karnpala Protocol

Karnpala Protocol on Voluntary Registration
of Copyright and Relared Rights

integrated circuits, andtopographies of
plant varieties.

states can bc designated, and application lees

are payable only for those designated states.

member countries are autonratically

includcd, and designation of only certain
countries is not poss ib le.

l'he trvo orgarrizations have ente'ed into co-operation agreements to work tow,ards the
Irarnronization ol their systelns and to exchange documentatiorr and technical inforrration. te

2.3.2.2 RECs: a summary of the relevant Ip instruments and provisions

Comnton Market for Eastern and Southern Africa (COMESA)2o: Ip regulatory frantewor.k
consists of the following provisions:

15
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'e "OApt and ARlpo Sign New Cooperation Agreement,, (9 February 2)t7l, online: ARIpO
; Memorondum of U nderstond ingbetween the World lntellectuol property Orgonizotion (WlpO), the Africon Regionol lntellectuol Prope rtyOrgonizotion (AR IPO), ond Orgonisotion ofricoine de lo propriitd intellectuelte (OApl) (Ju ly 23 2018) ontine

20 coMESA Member States are Burundi, Comoros, the Democratic Repu blic of Congo, Djibouti, Egypt, Eswatini,Eritrea, Ethiopia, Ke n ya, Libya, Madagascar, Malawi, Somalia, Sudan, Tun isia,Uga nda, Zambia and Zim babwe.
Mauritius, Rwanda, Seychelles,



Article I 04( I ) (d) of the COMESA Treaty provides for information sharing on 'legislation on

patents. trademarks and designs'. Further Article 128(e) provides that:

In order to promote co-operation in science and technology development, the mernber

States agree to jointly develop and implement suitable patent laws and industrial

Iicensing systems for the protection of industrial property rights and encourage the

effective use oftechnological information contained in patents.

COMESA has several protocols, policies, and strategies. Amongst these, is the COMESA

Regional Policy on Intellectual Property rights and Cultural Industries (COMESA lP Policy).

East African Community (EAC):2r The EAC Treaty provides for IP in articles 75, 103 (l)(i)

and 112.2 (n) which provide as follows:

Articlel03(1Xi): Recognising the fundamental importance of science and technology

in economic development, the Partner States undertake to promote co-operation in the

development of science and technology within the Community through: the

hannonisation of policies on commercialization of technologies and promotion and

protection of intellectual property rights.

Article I l2(2)(n): For purposes of paragraph I of this Article, the Partner States

undertake to adopt comrnon policies for conservation of biodiversity and common

regulations for access to management and eguitable utilisation of genetic resources.

ln addition, the EAC has the following protocols, policies, and strategies, which are relevant

to IP rights:

l. East African Community Regional Pharmaceutical Manufacturing Plan of Action

(2012-2016)

2. Poverty Impact Assessmerrt of the East African Community Regional Pharmaceutical

Plan of Action

3. EAC Regional Intellectual Property Policy on the Utilisation of Public Health-Related

WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property

Legislation

2r EAC Member States are Burundi, Kenya, Rwanda, Tanzania and Uganda
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Econonric Community of West African
ECOWAS Treaty provides:

Statcs (ECOWAS):22 Article 27(10) c ol thc

ln their cooperation in

developrnent plans b1,

'l'echnologies as well as

technology.

ECOWAS Srates have adopted

Pharmaceutical plan.2r

this field mcrnber states shall harrnonize thcir National
placing special crnphasis on itrdigcnous and adapted
their regulations on industrial property aird transfcr of

-IRIPS 
policy and guidelines, as wcll as a regional

il

Southern African Development community (SADC):2a Arricle24of the SADC protocol on
Trade provides tllat lllelllber States shall 'adopt policies and irnplement measures rvithin the
conrtnunitl fo. tlte protection ol Inrcllectual Property I{ights, in accordance with thc wro
Agreerncnr on Trade_Relared Aspccts of Intellectual property Rights (TRIpS),. SADC also
adopted an Ip rights Frarreu,or.k irr 20 lg.

COMESA-EAC-SADC 'l'ripartite Ip A
agreernent on the

agrcelne nt prov idc

26 TFTA Annex g: lntellectuol property Riqhts,2Oj-O

enda: COl\4ESA EAC and SADC r chc
esrablish,ert of rripaftitc FTA in octobcr 200g.2s Aft27 0fthc rripa(ite
S:

Tripartite mernber States shail protect inteilectuar property rights in a baranced manner
that pro.llotes the sociar eco,ornic werfare of society through ensuring that the peopre
of the region rncaningftrlly benefit frorn and parlicipate in advancemerts in the arts and
science and technology in accordance with Annex 9 on Inteilectual property Rights.26

22 ECOWAS Member states are Benin, Burkina Faso, Cape Verde, cote d,rvoire, the Gambia, Ghana, Guinea,Guinea-Bissau, Liberia, Mati. the Niger, wtgeria, Sen;alllrr. r_"onu, and Togo.23 Guidelines For tmplementotion of TRIP; Flexibititiei ii itotionot Legisldtion To rmprove Access to Medicines inthe west Africon Region, west African tlealth organization, aobo-Dioulasso, Burkina Faso (2012) online:<https://www'healthresearchweb. orgl?action =d own]orJiiir"= rco*es_rntpsouiaelinei_engtish.pdf>;ECowAS Regionol Phormoceuticol Plon (ERPP),west african Health organization, Bobo-Di-ourasso, Burkina Faso

o1lECowAs-Region.i-ph. rrr." u tical_plan_0. pdf>. 
https://www unido orglsites/def ault/Jiles/2016-

2a The SADC Member s]ates are Angola, Botswana, Comoros, Democratic Repubric of congo, Eswatini, Lesotho,

HHffi::. 
Matawi, Mauritius, Mozambiqu", 

"rr,U,", 

-S"rche 
es, South Africa, Tanzania, zambia and

2s The Study on the Estobtishment of lnter'RECs' Free Trode Areos in Africo: Drowing on Lessons from the

f::lf;A'sADC 
EAC FTA Experience: Finot Report, United r',tations Economic co...nir.ion for Africa (uNECA)

http://www1uneca.org/Portals/ctrci/7th/rripartil"%,;::;;EsA_EAC-SADC_FTA%2oStudy%2oFl<
NAL%20R EPO RT.pdf>.

h S ac.I dex h ? tion com d ocu entmanan r&t k=d d.d cum n t&fil =bWF

L7

bl9k



2. 1'ripartite mernber States shall adopt policies on intellectual property rights including

the protection and promotion of cultural industries in accordance with international

agreements.

3. Tripartite member States shall cooperate and develop capacity to implement and utilise

the flexibilities in all relevant international agreements on intellectual property rights.

2.3.2.3 The Pan African Intellectual Property Organization (PAIPO)

The Pan African Intellectual Property Organization (PAIPO) is established as a continental

body to rnanage IP affairs that will cater for all AU Member States. The formation of this

urnbrella body does not imply the dismemberment of the two existing regional organization on

IP. As stipulated in the decision adopted by the African Union Assembly in20l627,the PAIPO

structure recognizes the autonomy of ARIPO and OAPI and the efforts to modernize IP

legislation within their Member States. The goal of the PAIPO is to provide a broad-based

platform for AU Member States to benefit from a coordinated stock of specialized intellectual

property knowledge and services with a view to promote innovation, techno-industrial

ccmpetitiveness, and economic growth in Africa. The objectives of the PAIPO can be

summarized as follow:

set continental IP standards that reflect the needs of AU Member States;

facilitate the realization and harmonization of national legislation and regional treaties

with the continental IP standards;

set benchmarks for best practices on intellectual propefty;

promote the growth of knowledge-based economies in Africa;

collect, process and disseminate relevant information on intellectual property to

Menrber States;

facilitate the utilization of relevant IP information by Member States;

strengthen/facilitate the establishment of collective management organizations in

Member States;

promote the protection and exploitation of IP rights within Member States including

conclusion of bilateral and rnultilateral agreernents;

b2NlbWVud H Nfcc RmX Lh Mc LFkTE5ObW92c3N U R mZ2ZnNaVkRNVEZU OS BBb m5leCAwOSBJUFl UmV2aX NIZC

B EZWMPM iAxMA==&counter= 187
27 Assemb!y/AU/Dec,589 (XXVI)

httos://www.eac. in t/doc u ments,/catesorv/comesa- ac-sadc-trioa rtite
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assist Merllber states in training and capacity buirding to maximize benefits ot.the Ip
systent I arrd

sLlpport to the Af.ican negotiations to e.sr.rre attai.lnent ol African conrmon positions
b-v providing a forurn for poricy discussions ard rorrnuration (especiaily rerating ro
genctic resources, traditionar knowrecrge, geographic indications matters pertaining and
arising lrorn the Cotrvention on Biological Diversity) and ernerging topics on Ip.

ci.iing Treaty on Audiovisual perforntances (2012)
I]

Copyright WIPO

onvention for thc protection for I_iterary and
Ilcrne C

Artistic Works (1886)
Copl,right WIPO

russels Convention Relating to the Distribution of
Progranrnre-Carrying 

S ignals Transrnitted by
Sarellite (1974)

I]
Neighbouring

Righrs

WIPO

apest Treaty on the International Recognition of
the Deposit of Microorganisms for the purposes of
Patent Procedu re (1977)

Il ud
Patents WIPO

nternational Treaty on plant Genetic Resources for
l:ood and Agriculture (2001)

Plant Genetic

Resources

ITAO

I{ague Agreernent Concerning the

I{egistration of Industrial Dcsigns ( 1925)

International Industrial

Designs

WIPO
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2.3.3 International framework

The substanti'e standards i'.ational legislation are inforrned by international agreerrrents. .l-he

agrecn'lents Afi'ican Union nlertrber states are party to are Iisted belorv. together with the
intcrnatiorral organizations rcsponsible for adrninister.ing thenr.

I'ablc 1: International Ip treaties

Treaty (year) lP regime Source



Lisbon Agreentent for the protection of Appellations
of Origin and their International Registration (195g)

WIPO

Locarno Agreement Establishing an International
Classification for Industrial Designs (196g)

Industrial

Designs

WIPO

Madrid Agreernent for the Repression of False or
Deceptive Indications of Sources of Goods (l g9l)

Trademarks WIPO

Madrid Agreement Concerning International
Registration of Marks (lg9l)

Trademarks WIPO

Protocol Relating to the Madrid Agreement
Concerning the International Registration of Marks
( r e8e)

Marrakesh Visually Impaired persons Treary (2013) Copyright WIPO

Nagoya Protocol

(201 0)

on Access and Benefit Sharing Access and

Benefit Sharing

CBD

Secretariat

airobi Treaty on the protection of the Olyrnpic
Symbol(1981)

N
Tlademarks WIPO

Nice Agreement Concerning the International
Classification ofCoods and Services for the purposes

of the Registration of Marks (1957)

Trademarks WIPO

Paris Convention for the protection of Industrial
Propert.v- ( I 883)

and WIPO

Patent Cooperation Treaty (pCT) (1970) Patents

Convention for the protection of producers

Phonograms against Unauthorised Duplication

Their Phonograms (l 97 I )

of

of

Neighbouring

Rights

WIPO

Patent Law Treary (2000) Patents WIPO

Geographic

Indications

Trademarks WIPO

Patents

Traderrarks

WIPO
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Rorne Convention for the Protection of Perforrners,

Producers of Phonographs. arrd Broadcasting

Organisations (196 I )

Copyright wll,o

Singapore Treaty on thc Law of Trademarks (2000) l'radenrarks WIPO

Strasbourg Agrcenterrt Concerning the Interrrational

Patent Cl Iassification (1971)

Patents wlPo

Tradernark Law Treaty ( 1994) Tradernarks WIPO

Agreernent on Trade-Related Aspects of Intellectual

Property- Rights (TRIPS Agreernent) (1995)

Comprchensive WIPO

Universal Copyright Convention (UCC) ( 1952) Copyright UNESCO

Universal Copyright Convention (UCC) (197 l) Copyright UNESCO

I)lant Valieties

Varieties of Plants (UPOV Convention) ( I 961 )

International Converrtiorr for tlre Protection of New

Varieties of Plants (UPOV Convention) ( 1978)

Plant Varieties UPOV

lrrternational Convention for the Protection of New

Varieties of Plants (UPOV Conve ntion) ( l99l)

Plant Varicties UPOV

Vienna Agreerncnt Establishing an International

Classification of the Figurative Elements of Marks

(te73)

Trademarks WIPO

Washington Treaty ou lntellectual Property

I{espect o1'Integrared Circuirs ( 1989)

1 Cornputer Chips

WIPO Copyriglrt Treatl, (WC1-) ( 1996) Copyright \\/IPO

UN Convention on WIPO (1967) Copyright WIPO

21.

lnternational Convetrtion for the Protection of New I.JPOV

WIPO



WIPO Performances and Phonograms Treaty

(wPPr) (lee6)

Neighbouring

Rights

WIPO

source: de Beer, Baarbe & Ncube,2018, at p.58

The majority of African states are bound by these treaties as recorded in the WIPO Lex entry

for each Member State. In addition, several studies have been conducted on the rate of

ratification of these treaties by African states which indicate a high rate of ratification.2s

3.II'RIGHTS AND RESEARCH INPUTS (THE RESEARCH PHASE)

The development of new drugs and vaccines is a lengthy and multi-phasic process that requires

significant public and/or private investments of time and money.2e To fund these research

ventures, virtually all successful pharmaceutical innovations are protected as IP rights and

comrnercialized through either product sales or licensing agreements. The result is a research

and development (R&D) landscape that is densely populated by property rights, and there is a

Itiglt likelihood of derivative research activities treading upon existing third-party rights. To

mitigate the risk of investing in infringing projects, an analysis of competitor-held IP is often

conducted prior to beginning the R&D process. If no overlapping IP is identified, or

alternatively, ifthe rights to any adverse property are obtained, the researching party is said to

have "freedom to operate" (FTO) and may conduct commercial activities without committing

infringernent.30

The pharmaceutical industry has endeavoured to increase its efficiency by irnplementing

strategic methods of R&D, which tailor potential therapeutics towards optimal interaction with

28 See Jeremy De 8eer, Jeremiah Baarbd & Caroline Ncube, "Evolution of Africa's lntellectual Property Treaty
Ratification Landscape" (20l8l22 African J lnformation and Communication 53 at 66-67.
2e For example, the estimated cost of developing one vaccine candidate for each of the 11 epidemic infectious
diseases identified by WHO following the West African Ebola epidemic is USS2.8 to 3.7 billion. See Dimitrios
Gouglas et al, "Estimating the Cost of Vaccine Development Against Epidemic lnfectious Diseases: A Cost
Minimisation Study" (2018) 6:12 The Lancet Global Health e1386 at e1385, DOI: <10.1015/52214-
109X(18)30346-2>; "An R&D Blueprint for Action to Prevent Epidemics: Plan of Action" (15 May 2016, last visited
14 lune 20221, online (pdf): World Heolth Orgonizotion <cdn.who.int/media/docs/defa ult-source/blue-print/an-
ra ndd-blueprint-for-action -to-prevent-epidemics. pdf > [perma.cc/XH8Q-DXJ6]. Moderna, a leading
pharmaceutical company, received over 52 billion in research aid from the United States government during
COVID-19 Pandemic to develop their COVID vaccines. See < https://www.fiercepharma.com/pharma/after-
n ea rlV- 1b-research-fund ing-moderna-takes- 1-5b-coro n aviru s-vaccine-order-fro m-u -s>
30 The term "freedom to operate" (FTO) describes a situation where commercial activity can be undertaken
without infrintint on intellectual property rights held by other parties. Dan Ciuriak, "Generalized Freedom to

Operate" (2015) MegaReg Forum Paper 2016/3, lnstitute for lnternational Law and Justice I NYU School of Law.
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disease-causing rnolecules known as ,.target5,,.3 t Researchers seeking to identify new drugsand vaccines ,ray appry their knowredge of disease at the nricroscopic lcver to design
ptonrisirtg treatlllents at thc early stages of preclinical developnrent.'lhe rise o I target-lbc u sed
drug and vaccilte developnlerrt has been nrade possible by, discoveries in nrolecular biology,
genonrics' and related fields, which provide insight into target cl.larac tcristics and the
nrechatlisnrs tlrrough which they cause disease. Accordingly. r,odern pharrnaceuticar research
is an interdisciplinary effort a,d frequently draws upon rnurti-party knowledge and innovation
to address the adva,ced probrerns that rernain to be sorved by the industry.

New drugs and vaccines can be developed from publ
pledged IP. and the sacred knowledge of Indigenous con.l
the form of volu1116s, collaboration bctween various partn
together collaborative panners. each rvith their orvn
lrequentll, rnore efficient than a singlc innovator working
to distribution.i: Cooperative research elfons *,ere vita
raccines, and ntore than half ol the 190 candidates

icly available materials, Iicensed or

nrunities. The research phase can take

ers to develop the new drug. Bringing
cxpertise, resources. and assets. is

to bring a drug candidate from design

I to the developrnenr of COVID-19
legistered with the World IJealth

rgantzat lon HO) were developed through joint research ventures.33

This sectio, first explores the different ways to faciritate access to knowredge necessary tode,elop nredicar rreatments in ti,es of crises, foilowed by an anarysis of the ownership of the
IP research results.

3'l ways to faciritate access to information necessary in the research phase

cunrulative i'novatiotl is depcnde,t on the flow ol inlorrnation fi-orn originators to downstream
collaborators. The products of basic research (e.g., data, protocors, argorithms or know_how)
can be reitrvested as inputs to drive further scientific exploration.ra publicly available materials
that are non-proprietary lnay be disseminated to other researchers through public platforrns

11 Glenn E croston, "The Utirity of rarge-t-based Discovery,, r2orr r2:SExpert opinion on Drug Discovery 427.32 Frederick M Abbott, "pubric private nartnershipi as roj.,r ro,. New Drug Research and Deveropment: TheFuture as Now" in Margaret chon, Pedro Roffe i nh^"a oia.tlatif, eds, The combridge Hondbook of public_Privote portnerships, rnterectuor property Gor"rnonc", oi, ,uuo,noot" o*rltop^i"i-, (onrine: Cambridge
,';;ff:l',;:1T ,'r1)Z',i'"fi,'^f;[^]{'"::,::":,:,:,;;:i":ji,'Generot's uish teve:t e[net i, Ac,e,, to Medicin;s,
22Ep). vrrr,rq lPUr/ <www unsgaccessmeds.org/final-report> 

[perma.cc/4HDg_
3r Louise C Druedahl' Timo Min-ssen & w Nicholson Price, "co|aboration in times of crisis:A study on covrD-1gy"r::,": *&o partnerships,, (2021) 3e vaccinu urr, ., rirrlicienceDirect)." stephen Hirgartner & sherry r Brandt-Rauf, "o"t. a.*.r,'L*nership, and contror: Toward Empiricar studiesof Access Practices" (1gg4) 15:4 Science communication 355 at 35g (sage Journars).



such as acadelnic journals or curated databases. When research inputs are protected by

intellectual property rights. the terms and conditions of their use must be negotiated with the

rights holder (e.g., licensing agreements) or waived before their utilization in the research phase

(e.g., shared infonnation). As such, the licensing or pledging of Ip rights is a frequent

precondition to cooperative itrnovation. Patents are the dominant form of IP rights used in

pharmaceutical research; however, copyrightable works and trade secrets may also arise.

3.1.1 Publicly available materials

The "public dot.nain" describes a collection of available materials that are not protected by IP

rights and that are accordingly available to the public for use without authorization or

restriction.

Knowledge and inforrnation that are available for unlimited use can be divided into three

major categories:

(l) information that is not subject to prorection under IP regimes;

(2) infornration available for the public use at the end of their term ofprotection (50 years

after the author's death for copyrighted rvorks; 20 years from the patent application); and

(3) information which can be used under one of the exceptions and limitations on IP rights

for scientific research or experimental use.

Research inputs that exist in the public domain include abstract ideas, scientific laws and

theorems. which can be used for further study without authorization from their originator. The

scientific data and other results contained in scholarly communications are generally ineligible

for copyright protection, as they are owned by society in common.3s publicly available

inforrnation might also arise from patents that have been abandoned or cancelled, either at the

application stage or after being granted. or from the expiration of rights in patented or

copyrighted works.36 The non-ploprietary nature of these materials has been exploited by

various archival initiatives seeking to digitally catalogue research outputs. Online databases

serve as convenient repositories of otherwise decentralised infonnation and allow for rapid and

discerning seat'ches across wide swaths of knowledge. One such example is the US Research

Collaboratory for Structural Bioinformatics Protein Data Bank (RSCB PDB), which contained

3s Robert K Merton, 'The Normative Structure of Science" in Norman W Storer, ed, The Sociology of Science
Theoreticol ond Empiricol lnvestigotlons (Chicago and London: The University ofChicago Press, lgT312GT at2T3
35 See James G Conley et al (2013) "Study on Patents and Public Domain ( ), (CDlp/12ltNF/2 REV).
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seven protein strrrctures when it was founded in l97l .17 Today, it contains nrore tSan 190 000
structures ol'proteins and other large biological molecules that serve as key inputs lor
pharntaceulical lesearclt'18 Tlte irrlorrnation in the RSCB pDB is available to scientists, studc,ts
and any other metntrer of the public without cost or usage lirnitations.le

Another categor)/ of publicly availablc infornration nrav arise lronr the use ol the excepriors
and linritatiorts fot' scierttific researclr and/or expcrimental use conferred in the -fRIpS

Agreentent ltr accordance with the 1'RIPS Agreenrent, patents provide the exclusive right to
tnake, use, o fl'er for sale, sell, or import a protected product. However, these rights are subject
to exceptions stated in Article 30 of the agreenrent which states: "Members ntay provide Iintited
exceptiotts to the exclusit,e rights conferrecl b),a pater!, provicled lhat such excep!ions tlo not
unreasonofil.1' conflict rt'ilh a normol cxploitotion of the palenr and do nor unreas.nably
prejudice the legitintale inlere.tts o/ thc potent ou,ner, taking accoutlt of the leglintate itltere.\ts
of third parties " The objective of such flexibilities is to prornote scientific research and ro
encourage technological devclopmcnt in general. In nrosl Alrican countries. the rights
conlerred b1 a patent, lor exarnple. clo not extend to activities for expcrirnental or research
purposes' The Bangui Agreenrent creating tr'l. ar.i* int.llectual property organizatio,
(oAPI) provides that a patenl holder's rights are not infringed by third-party experirnentation
in dcrivative scientific or technical research.40 The Agreement does not stipulate that
experilnentation must be non-commercial and therefore creates a broad third parly right of
use.4l

In addition to the research exception. r.nanuflacturers of generic drugs u'der the ,,Bolar

exception" are allou'ed to use actively patented inventions to obtain marketing approval
rvithout the patent o\ /ner's perrnission. This allows generic producers to develop less expe,sive
equivalents of the same medicines while the original drug remains patented, thereby
positioning thern to rnarket their product as soolr as the name-brand patent expires. The Bolar
exception was first introduced by the US Drug Price Cornpetition and patent Term Restoration

'-u-S Research collaboratory forstructural Bioinformatics, "pDB History,,(last visited s lune 2o22l,online: RCSBPDB <www.rcsb.org/pages/about-us/history> 
[perma.cc/K5SG-MJCp].r-U-s Research collaboratory for structural Bioinformatics. ;welcom e" (last visited s Ju^e 2022),online: RcsB

l^DB 
<www.rcsb.org> [perma.cclD7N 9 -H RU4].

'' lbtd.
a0 Evans Misati & Kiyoshi Adachi, "The Research and Experimentation Exceptions in patent Law: jurisdictional
variations and the wlPo Development Agenda" (March 2010, last visited !4 )une 2022) at 2, online (pdf):uNcrAD-lcrsD Proiect on lPRs ond sustoinoble Development <unctad. org/system/fires/officiar-d.ocument,/iprs_rn20102_en.pdf> [perma.cc/6NW7_DT5Z].ot lbid.
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Act ol' 1984 to strike a compromise between innovators and generic pharmaceutical
producers'42 By ilnplementing this exception to infringement, the inventors of expired patents

are prevented from enjoying a de facto additional period of monopoly power while competitors
develop a generic version of the product and obtain regulatory approval.a3 The consistency of
the Bolar exception with Article 30 of the TRIPS Agreement was approved in a World Trade
organization (wTo) dispute settlement in I998 between the European Communities and

Canada, which had introduced a Bolar exception in its domestic Iegislation.aa The WTO panel
concluded that Canada was not in violation of the TRIPS Agreement in terms of its practice of
allowing the developnrent and subrrission of information required to obtain marketing
approval for pharnraceutical products carried out without the consent ofthe patent holder.

Moreover, Least Developed Countries (LDCs) in Africa can also benefit from an extended
transition period for the application of TRIPS Agreement provisions, granted in recognition
of their special requirements, their economic, financial and administrative constraints, and their
need for flexibility in order to create a viable technological base.as The transition period for
LDC members to protect intellectual property rights underArticle 66.1 of the TRIpS
Agreement had been extended twice before (in 2005 and 201 3) and was recently extended until
I July 2034.a6

3.1.2 Voluntary mechanisms of collaboration

The second strategy to facilitate African countries' access to medical research inputs is
voluntary mechanisms of cooperation and collaboration, which include Iicensing agreements,
public private partnerships, and patent pool rnodels. For decades, Ip rights were mainly used

by scientists defensively as a shield against imitation and to increase their inventiveness.
However, the defensive function has been tempered by the need to work collaboratively if the
required demand for new medical treatments is to be mer. Scientists are in constant need of

o2 u5, HR 3605, Drug price competition ond potent Term Restorotion Act of 1gg4,ggth cong, 1gg4.a3 carlos M correa, "The Bolar exception: Legislative models and drafting options,, (201G) s;uth centre Research
Paper 65.
44 Panel Report, conodo - Potent Protection of Pharmoceuticol products, wr/DsllL/L3, adopted 7 April 2000,
DS114, online: <https://www.wto.orglenglish/tratop_e/dispu_e/cases_e/ds114_e.htm>.
o5 of the 54 countries that comprise Africa, 33 a.e cuirently classified as LDCS, However, Angola and s5o Tom6
and Prlncipe are expected to graduate from this category in 2024. see united Nations Development programme,
Regional Bureau for Africa, Groduotion of Leost Developed countries (LDCs): Emerging lssues in o New
Development Londscope, (1 April 2021) at 14, online: <www. undp.orglafricalp ublicatio-ns/grad u ation -african-
lea st-d eve lop ed -co u n tries- ld cs-e m e rg ing -iss u es-new-develop ment-lan dscape> [perma.cc/G N p2 _M42s].
46 wTo, "wTo members aSree to extend TRIPS transition period for LDcs until r July 2034,,(2g June 2021),online: world Trode orgonizotion <www.wto.org/engrish/news_e/news21 e/trip_3oju n21_e. htm>
Iperma.cclBB7C-GZy9].
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nlore tangible ntaterials tbr their researclr, such as biological sarnples and data rvhich can be

shaled between researchers and laboratories.

Voltntary
Licensing

Collaborative
lP Sharing

Cross
Licensing

Public-Private
Partnership

Material
Transfer

Agreemint

Voluntary liccnsing refers to the practice of IP owners (licensors) voluntarily granting a third-

party (licensee) permission to use their IP rights while the owner continues to retain the

orvnership of tlrat right. The licensing of IP rights is the rnain rnode of irrforrnatiorr exchange

in the pharrlaccuticaI sector. A license authorizes the user 1o perforrn activitics that would

otherwise be considered an infringement of the owner's rights.'fhe license usually sets quality

requirements and defines markets where the licensee can sell the product(s).47

Cross-licensing is a voluntary agreement between two parties who wish to exchange their IP

lights rvith each other. This is a common practice for collaborations within the sarne industry.

as pafiners rlay innovate by enrploSzing each other''s patented technology to their respective

knorvledge bases. l-he nrutual benefit received frorr cross-licensing agreernents supports

"' See Bassem Awad, "lf Not Now, When? Access to COVID-19 Treatment and patent Law" (2020) 11:1WlpO.
WTO Colloquium Papers (WTO Publications, 20221,86; K D Raju, "Compulsory v Voluntary Licensing: A
Legitimate way to Enhance Access to Essential Medicines in Developing Countries" (2077l|22 J lntellect Prop
Rights 23.

).1

I
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lor'r'er-cost information sharing, and the exclrange of equal valuation Ip rights may take place
without any nlonetary cons ideration.as

Patent rights rnay also be granted as a component of a larger material transfer agreement
(MTA) that governs the movetnent of tangible research materials and tools between two
organizations (e.g., universities, public or private research centres and government entities),
wlten the recipient intends to use it for their own researclr purposes.ae

Historically, tltese exchanges were based on trust and goodwill where the provider required
only an acknowledgement at the end of the recipient's research, or in some cases. restricted
further rnaterial transfer to thild panies.50 Nevertheless, the rnodern fusion and use of diverse
sources of data, knowledge and technologies and more sophisticated legal models facilitates
the advancement the global scientific knowledge.

MTAs frequently form the basis of academic-industry partnerships where the former
specializes in novel exploration but lacks the resources Io carry out clinical testing and
nranufacturi'g. For exanrple, AstraZeneca,s coVID- I9 vaccine was developed using
academic research products transferred from the University of oxford.5l MTAs ensure that the
provider of transferred nraterial is properly acknowledged in others, research. They also
represent an effective mechanism to promptly acquire the research material and permit its
circulation atnong laboratories.s2 Establishing the terms and conditions of these large and
cornplex transfers requires expensive and tirne-consuming negotiations, and as a result,
standard forrn MTAs have been developed by public institutions to help expedite this process.
These agreements lnay also be used to ensure the ethical treatment of sensitive research inputs.
For exanlple, South African law requires that the transfer of human biological material be

a5 carl shapiro, "NaviSatinE the Patent Thicket: cross Licenses, patent pools, and standard setting,,(2ooo) 1lnnovation Poricy and the Economy !7g at L27 (The University of chicago press Journars).ae see Thomas Margoni, "The Roles of Materiai Transfer Agreements in Genetics Databases and Bio-Banks,,inGiovanni Pascuzzi, Umberto lzzo & Matteo Macilotti, eds, comporative lssues in the Governance of ReseorchBiobonks (New York: Springer Heidelberg, 2013) at 236; Organisation for Economic Co-operation andDevelopment, Guiderines for the Licensing oJ Genetic rnventions (2006), onrine (pdf): 1ECD <www.oecd-ilibrary.org/f r/scien ce-an d-technology/oecd-guidelines-for-the-licensinB_of_genetic-
inventions_9789254018273-en-fr?mlang=gn> 

[perma.cclBVB5-F6U2],
50 see David c Mowery & Arvids A Ziedonis, "niademic Patents and Materials Transfer Agreements: substitutesor complements?" 12007) 32:3 J of Technology Transfer 157 at 151; Jane Kaye et al, ,,oata 

sharing in Genomics-Re-shaping scientific practice" (2009) 10:5 Nature Reviews Genetics 331 at 332.sr Druedahl, supro note S al6292.
s2 see Katharine Ku & James Henderson, "The MTA - Rjp it up and start Again?,, l2oo7l 25:7 NatureBiotechnology 72l at 7ZL.



accompallied by an MTA, such as the standard forrn of South African MTA providcd by the

Min ister of l-lealth.5-1

A varietv of infbrrnation-shalirrg partnerships can exist betu,ecn public and/or privarc entities

rvho n'ish to exchange IP assets. l-l1,brid public-private partnerships (ppps) are an

increasingly popular nioclcl of collabolation being used to address global health clrallenges.s'1

The public partncrs itr tltese agreemelrts are governmcnt-funded organizations sucli as

r:niversities, and private partners nray be corporatiotrs, Non-governrnental Organizations

(NGOs), or philanthropic foundations.s5 The legal structures and style of inforrnation-sharing

adopted by these PPPs are dependent on the parties' goals and values.56 For example, a step-

wise nrodel of collaboratiotr can be used that involves a single infusion of research products

generated by Parttrcl A into the second phase ol innovation, by Partner B. Alternatively. a PI)P

nray inrplement a flirid nrodel ol'inlorrnation exclrange which occurs continuously bet\\,een

paral lel researclr progranrs.5T

-l'he use of patent

alternat ive to stric t

pools and othcr collaborative rrechanistns of innovalion provicJes an

licensing s(rategies and promotes inforrnation sharing betrveen d ifll'erent

paftners. A patent pool is created when rnultiple parties agree to grant usage rights to each

other and to third parties in a fair and non-discrir:rinatory manner.58 The licenses obtained lrorn

the pooling process are lnore permissive than traditional patent licenses, with the goal of
climinatirrg lengthl, and cxpensive negotiations to expedite innovation. Patent pools can

enhance innovatiotr and corrpetition by prornoting the voluntary sharing of IP assets,

ilnproving the efficiency ol developing goods and services, reducing transaction costs and

53 Donrich W Thaldar, Marietjie Botes & Annelize Nienaber, "South Africa's New Standard Material Transfer
Agreement: Proposals for lmprovement and Pointers for lmplementation" (2020) 21:85 BMC Medical Ethics at
2, DOI: <10. 1186/s12910-020-00526-x>.
5a Anatole KrattiSer, Thomas Bombelles & Ania Jedrusik, "Driving lnnovation for Global Health through Multi-
stakeholder Partnerships" in Margaret Chon, Pedro Roffe & Ahmed Abdel-Latif, eds, The Combridge Hondbook
of Public-Privote Poftnerships, lntellectuot Property Governonce, ond Sustainoble Development, lOnline:
Cambridge University Press, 2018) 47 al47: Report of UN SGAM, supro note 4 at 14-15 (note that "public-private
partnership" and "product development partnership" may be used interchangeably, Abbott, supro note 4 at 3O-
31).
ss Tania Bubela, Garret A FitzGerald & E Richard Gold, "Recalibrating lntellectual Property Rights to Enhance
Translational Research collaborations" l2oL2l 4:L22 science Translational Medicine 33g at 33g.
56 Veronica Vecchi & Niccold Cusumano, "Choosing the Right PPP Model" in Vecchi & Hellowell, eds, public
Privote Portnerships in Heolth: lmproving lnfrostructure and Technotogy (Cham, Switzerland: Springer
lnternational Publishing, 2018) 15 at 1S.
57 Druedahl, supro note 5 at 5291.
s8 Esteban Eurrone, "Patent Pooling in Public Health" in Margaret Chon, Pedro Roffe & Ahmed Abdel-Latif, eds,
The Combridge Handbook of Public-Privote Portnerships, lntellectual Property Governonce, and Sustoinoble
Development, (Online: Cambridge University Press, 2018) 93 at 94; Jorge L Contreras et al, "pledging intellectual
property for COVTD-19" (2020) 38 Nat Biotechnol L146.
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reducing the need to seek alternatives to existing patents.5e A patent pool may take the forrn of

a PPP when an aggregation of private industry patents is created for the benefit of a public

partner. This is the rnodel ernployed by the llN-backed Medicines Patent Pool (MPP), which

manages a collection of industrial patent licenses for the purpose of irnproving access to

rnedicines in middle- and low-income countries.60 The MPP provides publicly available sub-

licenses for their pooled patents, which can be used by manufacturers in these regions to

produce generic or new formulations in exchange for reasonable royalties.6l

Open-Source platforrns have proven to be effective tools for facilitating public access to IP

in tirnes of crisis. In response to the COVID- I 9 pandemic, a pool of IP rights was created by

the Open Covid Pledge, founded by the Program on Information Justice and Intellectual

Property at Arnerican University Washington College of Law.62 The Pledge allows rights-

holders to make their patents, copyrights and other IPRs available for unrestricted public use

to support the fight against COVID-I9.63 IP can be added to the pool under royalty-free

licenses that agree to grant all the rights necessary to trrake, have made, use, sell, import,

reproduce, adapt. translate, distribute, perform, display, modify, create derivative works of

and otherwise exploit all patent, copyright and other intellectual and industrial property

rights untit one year after the WHO declares an end to the pandemic, or until at least January

1,2023.64

se ln May 2020, the WHO and other partner or8anizations launched the COVID-19 Technology Access Pool (C-

TAP) to facilitate access to COVID-19 health products. This voluntary patent pool, signed on to by 40+ countries,
aims to leverage collective research and incentivize international cooperation by reducing license-related
transaction costs. lmplementing partners of C-TAP include the Medicines Patent Pool (MPP), the Open COVID
Pledge and the Tech Access Partnership (TAP). See WHO, "How WHO C-TAP Works? Commitments to share
knowledge, intellectual property and dala" (27 October 2020), online: WHO <www.who.int/initiatives/covid-19-
tech nology-access- p oo l/w h at -is -c-tap>.
e "About Us" (last visited 5 June 2022), onlinei Medicines Potent Pool <medicinespatentpool.org>

Iperma.ccl4UV2-BR7M].
5r Burrone, supro note 30 at 97.
52 "About Us" (last visited 10 June 2022), online: Open Covid Pledge <op encovidpledge.org/about/>
Iperma.ccl9SWL-EH RE].
63 "About the Licenses" (last vlsited 10 June 2022), online Open Covid Pledge <opencovidpledge. org/licenses/>
Iperma.cclFVG7-AA83].
5o Jorge Contreras, "The open COVID pledge: design, implementation and preliminary assessment of an
intellectual property commons" (202tl 416 Utah Law Review, University of Utah College of Law Research Paper
< httos://oa oers. ss rn. co m/so l3loa oers. cfm ?abstract id=3780850>
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3.1.3 Intcllectual propertv rights antl
conunurritics during thc rcsearclr phasc

thc use of Indigcnous knou.lcrlgc of Africarr

Concepts ol'lndigenous knorvlcdge such as traditional rnedicinal knorvledgc, lolk songs or
genetic resources tllat are closcll' associated with specific tradirional corrmunities in Afr.ica,
have beell rvith us lor tirne inrtrenrorial. lr is difficult, if not irnpossible, to deterrnine their
specific origins ol ownership. save lbr the fact that custodial comrnunities are know..
Indigenous or tl'aditional knorvledge, as rvell as traditional cultural expressions, are perceived
as lP rights that has long ceased to have an attribution of ownership. It is, as such, knowledge
in the public donrain and fi'ee for all to use. Ijowever, to the custodial communities in which
such knowlcdge springs frorn, the elernent of cultural heritage in such works is equally as

inrportant. i1'not ntore irnportant. than the utilitarian aspccts.

'[his 
section plovides a breakdorvn of these key aspects, including defining tlre key terms:

tracing tltc relationship betu'ecn traditional knowledge (TK). traditiorral cultural expressions
(l-CEs)' Senetic resources (cRs) and IP rights: revieu,ipg the relcvance ol customarv law in

s alt ; exanlntng t e utt t /,alton of TK, TCEs and GRs through
Access and Benefit Sharing (ABS) mechanisnrs, and, considering the docunrcntation of TK
ICEs and GRs.

3.1.3.1 Defining key terms

There is no sirrgle universal or lorrnal definition lor the key tcrms used in this guideline.
Nonctlteless. the definitions provided hereunder can suffice to give a gener.al understanding.

f'raditional Knowledge (TK) or Indigenous Knowledge is a living bod1, of knowledge rhat
is developed, sustained and passed on from generation to generation within a cornmunity, often
forrning part of its cultural or spiritual identity. This can be, for exanrple, agricultural,
environnlental or nledicinal knou ledge, or knowledge associated witS genetic resources.65 'l K
is knorvledgc that an Illdigenous (local) cornrrunity accurnulates over generations of living in
a parlicu lar crtv irortrltent.(,(,

6 wlPO, "lntellectual Property and Genetic Resources, Traditional Knowledge and Traditional CulturalExpressions" (2020) at 13-r.4, onrine lpdfl: wrpo <www.wipo.int/edoc s/pu6docs/en/wipo_pu b_933_2o2o.pdf>
Iperma ' cc/TFU5 -sE5 R] [wlPo, "Genetic Resources, Traditronal Knowledge and Jraditionat Culturat
Exp ressions"l.
66 Graham Dutfield, "Protectin8 Traditional Knowledge and Folklore - A review of progress in diplomacy andpolicv formulation" (.lune 2oo3l at 22, online (pdf): uicreo-rcrso project on lpRS ond Sistoinobte Development<unctad. org/en/Pu b licatio n s Libra ry/icts d 2 OO3 ipd 1_en. pdf> [perma.cclW2Ty-E2HG].
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Traditional Cultural Expressions (TCEs) are also referred to as "folklore,, and sorne nations
prefer using the tet'rn "folklore" in their national larvs. TCEs are the forrns in which traditional
culture is expressed' TCEs can be either tangible. intangible or a combination of both, and can

include dances, songs. handicraft. designs, ceremonies, tales and other artistic or cultural
expressions.6T

Genetic Resources (GRs) associated with Traditional Knorvtedge refers to TK that provides
guidance and insights as to the properties and potential applications of GRs and their
preservation, rnaintenance and use.68 Genetic resources are genetic material of actual or
potential value. They involve rnaterial frorn any biological source, with the exception of
humans. which contains genes or defined biochemical compounds that rnay be of use.6e GRs

associated with TK are those which rnanifest into traditional knowledge in instances where a

technical input or know-how is employed prior to the use of the GR.io

Access and benefit-sharing (ABS) refers to the way in which GRs may be accessed and used,

and how the benefits arising frorn utilization are shared between the people or countries using
the resources and those that provide them.Tl Additionally, negotiations for ABS mechanisms
in the exploitation of TK, CRs and TCEs should, and normally, include negotiations over prior

lnformed Consent (PIC).72

3.1.3.2 Tracing the growing relationship of TK, GRs and Ip rights

Indigenous and local communities have been demanding recognition and protection for their
traditional fonns of creativity and innovation. Under the conventional Ip system, such
creativity and innovation are considered to be in the public domain and thus free for anyone to
use'71 This is because it has been around since time immemorial and has no individual
recognized owner. However, the custodial (lndigenous and local) communities are against the

32

67 wlPo, "Genetic Resources, Traditional Knowledge and rraditional cultural Expressi ons,,, supro note 37 at 15.55 WIPO, "lssues in Access and Benefit-Sharing Agreements,, , supra note4o at 19.6s Examples include medicinal plants, agricultuial crops and animal breeds. wlpo,,,A Guide to lntellectualProperty rssues in Access and Benefit-sharing Agreements,, (2018) at 17, onrine lpdfl: wrpo<www wipo.int/edocs/pu bdocs/enlwipo-pub-1052. pdf> [perma.cclxc7s-pAWT] [wlpo, ,,lssues in Access andBeneflt-Sharing Agreements,,l.
10 lbid,
71 lbid at L7 .

72 "Prior lnformed consent" refers to explicit authorization that may be required before access to GRs and/or
associated TK is granted, ibid at 20.
73 See Ruth L. okediji, "Traditionar knowredge and the pubric domain,,(20r.8) crGr papers No. 170, onrine <httot'//***.cision Iin".ot"/D u bli..tions/t."ditional-kro*ledee-and-orblic-dor"inl>; William Fisher, ,,Toward
GlobalProtectionforTraditionalKnowledge,,(2o18)ClGlPapersNo198,online<
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categorization of their 'l-K as 'public donrain' because it only ellcourages unrvanted

In isappropriation and devaluation of what they consider as their cultural heritage.Ta For

cxarnple, a traditional renrcdy could bc appropriated by a plrarmaceutical cornpany with thc

lesulting invention being patented by that conrpany.T5 Fufthernlore, third parties could cotne

up with patents for invcntions derivcd lronr CRs, which underlies the relationship between the

patent s)'stetn artd the cottservation and sustainable use of biodiversity as rvcll as the equitablc

sharing of benefits. 'l'hese scenarios are easily possible especially where the custodial

conrnrunity does not have the rreans or capacity to oppose the grant ofpatents or where, during

patent prosecution, the patent examiner has no way of knowing that there is existing prior art

through the TK/GRs that is related to the patent application.

Considering tlrat elettrents of TK and GRs can lrc protected under the IP systerrr, custodial

corlrr.nutri(ies need to begin evaluating strategies rvhich will allow thetl to capitalize on IP
protcction for their indigenous cultural heritage.

ustom a n, a\r' A n tra IOnil n()\\' gc

Custorllary laws are at the core of Indigenous and local communities as they rnake up the very

identity of such cotnmunities. They define the rights, obligations arrd responsibilities of
comntunity nretnbers relating to major aspects of their lives. Custornary law can be defined as

a set of custotns, practices and beliefs that are recognized and shared collectively by tndigenous

peoples and local corrrtnunities as obligatory rules of conduct.T6 Custonrary larv normally

colltrasts u'ith written law, rvhich erranates from given authority such as the State and does not

necessarily speak for the people.77

74 tbid.
7s tbid.
76 wlPo, "Customary Law and rraditional Knowledge: Background Brief No 7" (zot6l, online (pdf): wpo
<www.wipo.int/edocs/pubdocs/en/wipo_pu b_tk_7. pdf> [perma.cclFF56-WX3 U].
77 Several factors of customary law must be considered in the use of customary law to enforce the rights of
custodial communities regarding their TK and GRs:

(i) Customary law is a legal basis for a community's legal rights over TK and GRs.
(ii) lt is an element in establishing the relationship between the TK and GRs and the community that is

central to the concept of TK.
(iii) lt is the means through which a community's'prior informed consent' can be established through

p ro ced u re.
(iv) lt is the basis for specific user rights or exceptions through defensive or positive protection measures.
(v) lt is a BUide for assessment of cultural or spiritual offence or damage caused by inappropriate usage

of TK.
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ln appreciating custolnary law, the guideline is prompting individuals to consider the issue of
whether or not irttellectual property regulation, which is part of written law, requires Indigenous

cultural tradition to yield, itr some respects, to the modenr creative spirit. Thus, the use of the

guideline must draw out situations or mechanisms under which customary law can be relied

upon by an Indigenous or local community in order to assert its control rights over intangibles

such as traditional rnedicinal methods that are of a sacred nature. Such mechanisms include

free and prior informed consent and access and benefit-sharing rnechanisms. Users of the guide

trtust determine. u'ith respect to customary law, what deterntines 'prior infonned consent', as

well as agree on contractual terms that devise the access and benefit-sharing mechanisms.

However, the use of customary law to protect local indigenous knowledge have both negative

and positive attributes.T8 The negative attributes can be summarized as follow:

(i) Customary law is orally transmitted, while IP law is based on document-intensive,

codified and governrnentally administered structures and procedures.

(ii) TK in customary law has an element of secrecy, while patent applications in the case

of IP require full disclosure of the invention.

(iii) IP protection is limited in time, while safeguards in customary law require

transmission of knowledge through generations over time.

(iv) Custornary law for Indigenous cultural property is difficult to define in the modern day

and age.

(v) Stewardship is another challenge to identify who could speak for the Community when

negotiating prior informed consent or access and benefit-sharing measures.

I--urthertnore, customary law can play an active role in protecting local indigenous knowledge

The positive attributes are summarized below:

(i) Customary laws on rituals or inheritance can help determine legal identity of a

conrrnunity as a TK rights holder.

(ii) customary laws imposing an obligation of confidentiality may be effective in

preventing disclosure beyond the traditional circle.

(vl) lt is a means of determining appropriate remedies, sanctions or restitution following breach of rights
over TK usage.

(vii) lt can be an avenue for resolving disputes over ownership or other forms of custodianship over TK.
(viii) lt is a guide for transmission of rights over TK from generation to generation.

/8 WIPO, "Genetic Resources, Traditional Knowledge and Traditional Cultural Expressions", supro note 37.
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(iii) Custonrary laws gove rning use of a sacrecl syrrbol or cultural expression nray be drawn
upon to prevent a third party from registering the syrnbor as a tracrenrark.

(ir') Custorlra|r' larv catr govcrl dispute rcsolutions bcnveen Ip holders and-l'K custodians.
reconci liation of conlpcting clairn and appl ication ol cornpensation and rerncdics.

A dccisive lactor itt deterrnining if certain custorns have status as larvs. and as such. if they are
able to influerlce access to and utilization of TK and GRs by third parlies. is w6etSer suclr
cr'rstorlls have becn viervcd by Indigenous peoples and local conrnrunities as haying a binding
eff'ect, or whether they simply describc actual practices.

Deciding whether to acquire IP rights rnainly depends on u,hether the benefits of Ip protection
tvill outweigh the cost ol'obtaining it. A lrclpful checklist to rhis effect is as followsTe:

(i) what benefits rnight the acquisition and use of IP rights give to the holders of the
gelrelic resources? l:'or exatnple, the Sarr of South Africa rvere able to securc ,lonetary
and ltorr-rn oneta r,v lrenefils suclr as research, collaboration. and trainins fi'nrrr tlre S,r,rrl

African Council lor Scientific Industrial Research as part of an ABS oyer the use of
the Hoodia S uccu lent Irlant.80

(ii) what kind of output (e.g., products or processes) arising from the utilization ol GRs
ha'e sufficierrt potentiar comnrerciar value to justify the expense of seeking Ip
protection? For exarrple, the extract of pacific yew trees in the United States lead ro
the developrnent of Taxol. tlre most well-known natural source cancer drug in the
United States wirh annual sales in 2000 of $1.6 billion.8r

(iii) Are these outputs prone to rapid change and development? For exanrple, synthetic
biology,,ew genonre engineering and next generation sequencing are providing new
insights on tlle potcntial use of GRs which could quickly rnake prior discoveries
obsolete or commer.cially non-viable.

(iv) Should there be any cxclusions frorl tlre use ol IP rights in the initial phase? For
exantple, sotre nlaterial transfer agreel-nents obligc the user not to seek Ip rights on thc

7s WIPO, "lssues in Access and Benefit-sharing Agreements,, , supro nole 40 al22_25.8o tntellectuol Property Rights on Genetic Resources ond the Fight Agoinst poverty, Repoft,by Katriona
McGlade et al, www. ecorogic.eu, Report (European parriament, committee on Deveropment, 20r.1) at 408r "success story: Taxor", onrine: <https://dtp.cancer.gov/timerine/frash/success_stories/s2 taxor.htm>.
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transferred rnateriar or require further negotiation and agreement at the stage when
basic research begins to deliver commercial results.

when negotiating, parties should consider results that could arise from the utilization of GRs
and associated rK' Any probable IP implications in the context of the mutually agreed terms
should also be considered, incruding the point ofconcrusion ofthe agreernent, the granting of
access to the GRs and the carrying out of R&D. other possible aspects to be considered in this
respect are as follows82

(i) what conditions or restrictions shourd appry to those seeking and obtaining Ip rights?(ii) who will be responsibre (incruding financiary) for firing/registering the Ip right and
tts prosecution?

(iii) How should Ip rights be owned, exercised, maintained and licensed?
(iv) wliat approach to obtaining, hording and exercising rights best promotes a mutuaily

beneficial outcome and the equitabre sharing of benefits from the permitted access and
utilization?

(v) who will be responsibre for enforcing Ip rights once they have been obtained?
(vi) In which countries should Ip protection be sought?
(vii) What IP legislation is in place in those countries?
(viii) How early or late in the process shourd Ip protection be appried for?
(ix) what ,reasures should be taken to not discrose the invention before seeking patent

protection?

R&D from utilization of GRs can result in several different Ip rights. These include patents,
trademarks, copyright and trade secrets. Each of these Ip rights is protected differently, and
therefore would require a unique set of considerations if parties decide to pursue that type of
IP protection. 'lhese considerations are exprored through the checkrists berow.

Patent-related tssues to consid er in ABS negotiations83

can the results of the utirization of GRs and related information be subject

(i)

to patent protection ?

a

Paterrtab ility of R&D results

82 rbid at 25-26. Wrpo, "rssues in Access and Benefit-sharing Agreements,,, supro note 40 at 25_2683 wlPo, "lssues in Access and Benefit-sharing Ag."".";,r"] supro note 4oat 32-33.
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(ii) Jurisdictions for patent protection

. ln view of key rnarkets. strategic rnanulacturing locations or othcr

cottsiderations. in rvhich countries rnight it r:rakc sense to obtain patents'i

(iii) Orvncrship of ltatents

o Wlro rvill be the orvncr'(s) of'tlre resulting patcnt(s)?

" Will ownership depcnd orr the value of the contribution of GRs and l'K.
thc level ol'scientific contt'ibution. or other factors?

. Will the patent be.lointly orvned by the provider and user, regardless of

their contribution to the invention, or rvill the access provider retain

ownership? (Consideratiorr rtray need to be given to the denrands of a

sponsoring private organization or govel'nlnent body regarding the

ou,nership and use of any parents arising out of the collaboration).

o ln cases ofjoint ou,nership, how rvill responsibilities flowing from the co-

orvrrership be apportioned? Who will be responsible lor filing.

ntaitrtaining and enlorcing lhe patcnt. and whcre rvill the resources contc

( iv) Exploitation of parenrs

o What is the most appropriate model for the exploitation of the patent and

for the use arrd dissemination of the new technology developed - lbr

instance, a license, assignment or joint venture?

. Who will ncgotiate and agrce to the tenns of any subsequent arrangement

to exploit the patent? For exarnple, the parties thernselves could negotiate

licerrses to conrrnercialize the research outcomes, or a separate

commercial or industrial partner could be brought in once the research

outcomes are proven and/or the is patent granted.

(v) Sharing ofbenefits

o l-low, w,hen and betu,een rvhom u,ill any txonetary or non-lnonetary

berrefits arising frorn the commercial exploitation of the patent be

apportioned?

(r,i) Confidentiality

o What elerncnts should be kept confidcntial to cnsure that disclosure docs

not.ieopardizc thc chances ol' obtaining patent protection?

1/

nr to carrv orrt tltese activities?



Tradenr ark-related issues to consider in ABS negotiationssa:

(i) Authorization

. Does permission need to be sought to use a word or symbol and, if so,

frorn whorn and on what mutually agreed terms?

r What limitations, if any, should be imposed on the use of the trademark,

for instance to reflect cultural concerns?

(ii) Ownership

. Who would own such a trademark?

o Who would be responsible for the cost of development, registration and

upkeep of a trademark, including payment of renewal fees and

enforcement?

( iii) Exploitation model

o Could the trademark be licensed or assigned?

(iv) Benefit-sharing

. How would any benefits arising from the use and licensing of the

tradernark be apportioned?

Copyright-rclated issues to consider in ABS negotiations8s:

(i) Ownership

o Who owrrs the copyright in works that contain TK associated with GRs

and other information about GRs?

(ii) Joint authorship

. In cases of joint authorship, how will responsibilities flowing from co-

ownership of copyright be apportioned?

. Can copyright material produced from the collaboration be assigned or

otherwise licensed to third parties? If so, on what terms?

(iii) Benefit-sharing

o Horv will any monetary and non-monetary benefits arising out of the

publication ofcopyright works be shared?

'o WIPO, "lssues in Access and Benefit-Sharing Agreements", supro note 40 at 36
8s WIPO, "lssues in Access and Benefit-Sharing Agreements", supro nole 40 at 40
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It is $'orth noting thar tl]attl' ol'thc traditional healrh practitioners are f'acing challcnges in
protectioll of their practices e.g. the Ilrvlenganton Medical clinic in porlo No'o, Beni, uses a
conrbirralion of traditional and nrodern rredicinal approaches. Although thc state recogrrizes
traditional health practitiotle's, there is currcntly no forrnal nreans of protecting such TK. As
such' the current practice is lor the recipes used in the traditional medicirral knorvledge to be
1tr o I c c t e d a s .fa m i I 1,- s1r,,, u 4,,. o d c .ye c r e I s -86

3.I.3.4 Exploiting and managing Ip rights under ABS mechanisms
The acquisition of IP rights is not an end in itself. Individuals rnust think about appropriate
tnechanistns that can be exploited out of the acquired Ip rights to epsure that the desired
outcollle is achieved for all parties concerned. The practical issues to be considcred in this
respect arc as follou,s8T:

(a) Non-conrmercial AIIS agreemcnts

Ilsuch agreenrc,ts are firr,.r-c.rnrnerciar purposes (e.g.. acaderrric purposcs). the use

on mutually agreed ter,s, to the effect that no Ip rights may be sought without
obtaining prior informed consent from the provider or custodiar cornrnunity. Such

'esources 
shourd be specificaily described in tlre agreement to enabre a court or

arbitrator to identify what falls within the obligation.

(b) Comnrercial ABS agreements

where the focus of access and utirization of GRs is urtirnatery for comrnerciar gain,
then the IP issues need to be addressed in detair with crear terms on the comnrerciar
utilization of the Ip righrs.

(c) Change of intent antl/or transfer to third parties
There should be consideration for previousry unpranned ideas, products or processes
that rnay arise out of utilization of GRs for basic research. In such situations, a second
agreenrerlt can be executed which addresses a cha.ge of intenl invorving product
developrnent attd cotrtnercialization. This should factor into issues such as obtaining
prior infornred consent and the negotiation ofnew rnutualry agreecr terrns, incrusi,c of
negotiating neE'tcrlns ovcr the IP rights. It is also inrportant to consicler Iuture transl-crs

85 lbid at 43
8'WIPO, "lssues in Access and Benefit-sharing Agreements,,, supro note 40 at 46_55
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of GRs to third parties, incruding ensuring that any third-party beneficiary is ro be
bound to the sarne IP obligations as the first user.

(d) Ownership and licensing of Ip rights
Issues concerning ownership and licensing of Ip rights, as weil as responsibility for
maintaining and

agreelnents.

exercising IP rights. should be carefully considered in ABS

Exploitation of IP rights drawn out of GRs can be expensive and commerciaily risky.
As such, many users of GRs opt to ricense out such rights instead of using them
thenrselves. A typicar licensing agreement for the use of GRs can cover the following
aspects

o What is being licensed? This can be a process (e.g. a unique method of
extracting a varuabre ingredient from an indigenous prant) or a product (e.g.

a unique seed variety).

o what type of license can be granted (e.g., excrusive, sole or non-exclusive)?
o what rights are granted and what restrictions are imposed or appricabre (e.g.

the right to produce a product arising from a GR, but not to use a trademark
associated with the GR)? These may be research -re rated or for commercial
purposes.

. What fees and payment agreements apply (e.g., lump_sum payments,

royalties)?

3.I.3.5 Docunrentation of TK and GRs associated with TK88:

Documerltation of rK and GRs is a useful tool as part of the mechanisms in the protection of
TK' The objectives vary depending on the specific context, the interests at stake, and the needs
and expectations of Indigenous and local communities as well as other stakeholders involved
in the process.

The benefits in documentation of TK include the following:

. Monetary or in-kind benefits

' TK being organized and systematized (preserved) for future generations
. Collaboration and partnerships among a broad range ofactors

86 WIPO, "Documentjng Traditional Knowledge _
<www.wipo.int/edocs/pubdocs/en/wipo_pub_1049.pdf>
Traditional Knowledge,,l.

A Tool Kit" (2017) at
Iperma.cclE244-E3 p8]

9, online lpdfl: WlpO

IWlPO, "Documenting
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o ldentitlcation and broader social recognition of Indigenous peoples and local

corurrrunities itr relation to specific TK

. Capacit), buildirrg and educatiorral uses of databascs <;r rcgisters

r Delensive lP protection. i.e., scope to prcvent the unjustifiable acquisition ol II)
rights over 'l'K

. Positive IP protection for TK or products related to it.

I'oor ol corrrplete disrcgard for docurnentation carr lead to sever.al risks, including:

r No monetary or in-kind benefits

' TK systematized in ways that are culturally foreign to Indigenous peoples and

local comrnunities, and disenfranchise thern

' An inlbrrnal process that does not consider prior inforrned consent and othcr

re levant princ iples

' Indigenous peoples and local conrnrunities losing sonte control over their 'fK.

espec ia lly undiscloscd or secret'l'K

' Uses of 'l-K thar are dilllcult to nronitor and rnay lead to rnisuse and

m lsappropriation.

Contextual and situational TK documentation

TK docurnentation can take various forrns depending on circurnstances. Some examples that

have been utilized in sonre cornnrunities includese:

' Writing down of rncdical preparations by the Shipibo communities in Peru, the

MSori in Nerv Zealand or the Maasai in Kenya and Tanzania

' Takirtg notes about herding traditions of the Tuareg peoples in the Sahel. North

Africa

' Digitizing ancient manuscripts such as the Ayurvedic nledical texts in India

I Photographing land and agro-forestry management activities of the Carnpas

peoples of Brazilor rnedicinal practices ofthe Shuar in Ecuador

o Videotapirrg traditional agricultural practices and technologies of the Al,rrara

peoplc of Bolivia. or the Nahua in Mexico.

Otlrer cotrsiderations in thc docunrentation process

(i) The legal fi'anrework

41
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The documentation process should consider the laws of the land. Not all States

acknowledge or recognize the existence of particular Indigenous or local communities,

and this can affect legal rights and utilization of GRs and rK drawn from such

communities. Some African countries such as Kenya, zambia, and south Africa have

sui generis laws in place that provide for utilization of rK and GRs. such laws may

have stipulations on the documentation of rK and GRs that must be adhered to.

(ii) Customary Iaws and practices

consideration must be given towards customary laws and practices and the

determinations these have over documentation of their practices. This includes

detennination of whether and how TK can be obtained and shared avoiding abuse of
sacred values, how it must be presented, in what form and by whorn.

3.2 Ow'nership of intellectual property rights in the research results

The question ofwho owns IP rights in respect to the output ofjoint research is a vital issue that

needs to be clearly agreed on and documented in the research contract at the inception of the

collaboration. This is necessary to effectively ntanage collaborators' expectations and

responsibilities as ounership lras many associated rights and obligations.

First the owner is vested with certain rights of exclusivity in respect of the protected output,

rvhich affords the opportunity for exclusive exploitation and windows to assign, license, or

otherwise commercialize the research output. It should be noted, however, that ownership does

not extend to background IP that is brought in by the collaborators individually or by the

sponsor or funder, as this continues to be vested in the owners. Ownership only extends to

foreground lP arising fronr the collaborative research. In the event that there is serendipitous

IP, it shall be owned by the sponsor subject to any remuneration to other collaborators as

specified by the terrns of the researcl, contract.

The benefit accruing to owners comes with the corresponding obligation that it is the

prospective owner of foreground lP who, unless otherwise provided in the research contract,

bears the responsibility ofensuring that the right, ifregistrable, is properly registered in a timely

nlanner. Failure to do so may result in the right being forfeited, as the law of most jurisdictions

encourage Promptness in filing dtre to the "firstto file" approach to the determination of the

statutory inventor. Costs for registering. protecting and ntaintaining the IP are also borne by
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the owner, and ifthe IP is co-owned, the costs nray be equally shared, or shared proportionally,
accolding to quantutn of IP orvnership. This is also a matter for the research contract.s0

Several factors contlibute to the dcternrination of ownership. These include the status of the
collaborating parties (e.g. rvhether they are crrrployees and whether t6e research output is
dcenred to be made in thc course of cnrployrnent), the sponsor or Iunder of the research. thc
cxistence of an IP policy' ernployrlent contract or other agreement. express or irnplied. to
assign or trarlsfer ow.ership. Due diligence is vital in drawing up the contract to address
potential areas of conflict. In drafting research agreements for colraborators, it may be
necessary to provide for instances whcre nrembers of the consortiurn who do not qualify as
owners are nevertlreless granted a licensc to use the work, on a non_exclusive basis.

lLesearch outputs include publications and other literary or copyrightable u,orks, as *.ell as
products and processes. which arc protccted by patents.

3"2^l Ou'ncrship of rvorks and publication

Publications are rirerary u'orks and are prorecred by,copl,right. It shourd be noted that copvri ghr
rn a worK pr.otects flre parliirilar cxpression ofan idea, rather than the idea itself, provided thc
expresslon is original to the creator and has been fixed in a definite rnediurn ofexpression fronr
which it can be perceived. reproduced or otherwise corrrnunicated either directly or with t6e
aid of any machine or device. Beyond publications, the categories of eligible works include
creative works falring u'ithin the scope of riterary, artistic and musicar works, as w,e1 as
entt'epreneuria I rights itl sound recordings, cinernatograph films and broadcasts. copyright in
lhese works confers exclusive rights to carry out certain activities, including the reproduction,
publication, perfortrratrce, translatiorr, adaptation and other forms of use or exploitation of the
protected work during the currency of the right. Qualified works automatically enjoy copyright
protection tlle mornent they are written down or otherwise fixed in a definite rnedium of
expression. Thus, there is no need to register the right, although some copyright systems
provide lor some sorl of notificarion or deposit scherne.

Publications include textbooks. reports. scie,tific a.ticles, conference presentations,
guidelines, and otrrer rirerary expressions of trre idea underrl,ing the research activit),. Arso
eligible for copyright protection are artistic or pictorial represcntations of the rvork through

e0 see generally wlPo, "wlPo lntellectual Property policy Template for universities and Research lnstitutions,,(2019) at 14-15, online: WlpO <www.wipo.int/about-ip/en/u n iversities-resea rchldocuments/ip-toorkit/poricy-temprate, docx> (see Articre 7.7).
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rnaps, drawings and othcr artistic expressions, sound recordings, videos, films as we1 as
broadcasts' The challenge lies in ensuring that the sharing ofknowledge arising frorn researc6
outcollles do not precede the filing of patent applications for inventions arising from the
research in order to safeguard newness. Additionally. care must be exercised to ensure the
publication does not violate any confidentiality obligations.

ownership of copyright may be acquired in different ways, notably through
transfer or transmission of some or ail of the different rights which make up

Typically,

authorship

copyright in a work' In certain linrited circumstances, copyright may also vest in the employer
of the author of a work, or in the case of a commissioned work, in the person who
comtnissioned the work' copyright in works made by or underthe direction or control of the
Government, a state authority or a prescribed international body shall vest in such government
or body.

Horvever, due to disparate legal approaches in different jurisdictions, it is important to agree
on provisions to determine ownership of copyright in coilaborative works invorving
researchers from different countries. For example, in Nigeria, the general rule under Section
l0(l) of the Act is that copyright vests initially in the author, and this rule applies even where
such author has been paid by someone erse to create the work by way of commission or
pursuant to a contract of emproyment.sr Thus, according to section r 0(2) of the Act, where a
rvo.k has been contnlissioned by a person who is not the author's employer under a contract of
service or apprerrticeship, or not having been so commissioned, is made in the course of the
author's employment, copyright shall belong in the first instance to the author.e2 This provision
conferring ownership rights in ernployee works on the employee rather than the enrployer
constitutes a radical departure frorn the position in other jurisdictions where commissioned
works and employee works (works for hire) vest in the emproyer or the person who
cornnrissioned the work, subject to any agreement between the parties.

It is important to ascertain the provisions of employment contracts, institutional policies and
other relevant documents pertaining to the status of participants to ensure that there are no
conflicts' Another option is to include a warranty to that effect in the research coilaboration
ag.eenlcnt, which all parties sign. alongside an obligation of indemnity. parties rnay also sign
a waiver or a release Agreement, by virtue of which alr rights in the copyright work created

st Copyright Act (Cap 2g, Laws of the Federation of Nigeria) 2004e2 lbid.
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purstlarlt to a cott"ltllission are released, relinquished and/or deerncd to be vested in tlre person

designated in the release (usually the cornmissioner of the work).

Authorship is central to thc ownership of copyright and it is therefore irnportant to ascertain

!uho thc author of a given rvork is. Deterrnination of authorship is also itnportant bccause the

qualification for cop1,r'ight protection ma1, hinge on rhe status of the author as a citizen or
otheru ise under the law, although provisions in international agreernents regarding r.eciprocal

treatnlent ltave tttinirnized the eflects of these provisions. Further.more, the duration of
copyright protection is sometimes detennined by reference to the date of the author's death,

while certaitr nroral. perpetual and inalienable rights are vested exclusively in the author of a

work.

'['he question ol rvho an author is. to a large exlent, Iinked with the intellectual efforr. labour

and skill involved in creating a work. Regarding publications as literarv works. the term
'author' rcfers to the creator ofa u,ork. 'Creator' in thc context conterlplates input into the

ori-qinal exprcssiotr rvhich gives rise to the rvork. Thus. the author of a literary rvork is the

llersorl \\ ho expends effort. ln tcntl of innut of lahorrr iudsrrrorrt an d qk iil irr clr.atin

pafiicular expression that constitutes a work, rather than a rnere conlributor of ideas. Expression

here enconrpasses the language and choice of words as well as the ir sequence or construction.

Futthertrore, a person does not qualify as an author or creator if the contribution or input of
such person is purely of a tnechanical character, such as that of an amanuensis or shorthand

typist rvho, though rnay be responsible for fixation of the work, is not the originator of the forrn

of expression of the rvork. The agreement nray however stipulate additional bases for
authorship and hence orvnership of copyright, including employment, financial ilput or

responsibilitl,.

In collaborative research where a work is created by more than one autlror, such a work rnay

qualify as a work of 'Joint authorship". These are works produced by the collaboration ol6vo
or lllore authol's, in which the contribution ol each author is inseparable lrom thc contribution

of the other author or authors and u'ritten in funherance of a.ioint or cornrron design. Also, the

parties Inust be 'authors' in the sense that each is a creator who has contributecl effort, skill or

labour to the particular expression or form which makes up the work. The contributiol of ideas,

directions or infortnatiotl do not ordinarily suffice, although this depends on the circunrstances.
'l'hcre is tto teqltiretnettt that the contributiorrs of each autlror rr.rust be eclual in c;uantitv t-rr.
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quality' It suffices that the contribution be significant. original and contributed to the creation

or outcorne of the publication.

Additionally, joint authorship where collaborators share a joint interest in the whole or any paft

of a copyright, is distinguishable from co-authorship, where the authors have interests in the

various copyrights in a cotnposite or collective production consisting of two or more works

(e.g., distinct chapters or sections ofa book). Typically, collaborators are co-owners, and an

assignment or license granted by one copyright owner shall have effect as ifgranted by his co-

orvner also, although this is subject to any contrary agreement, as is the position regarding

sharing of royalties or other remuneration. Here again, the default rule is that the contributors

take in equal shares.

3"2.2 Inventorship and ownership ofpatents

Patents protect inventions, that is, products or processes which are sufficiently new, inventive

and industrially applicable. An invention conrprising a new drug, vaccine, diagnostic,

equipnrent or other product or process which results from research collaboration may be

patented where it satisfies the tripartite requirements and provided it does not otherwise fall

within the scope ofsubject ntatter excluded from patentabiliry.

Where the output from inventive activity is sought to be patented, the right to the patent is

vested in the statutory inventor, that is, the first person to file or to validly claim foreign priority

for a patent application in respect of the invention. The inventor is entitled to be named as such

in the patent, whether or not he is also the statutory inventor filing for the patent. Thus, even

where there is an agreement by an inventor under which he assigns or otherwise transfers the

right to patent to another, such inventor still retains a right to be named in the application. The

statutory inventor. that is, the person in whose name the patent is filed, automatically becomes

the first owner ofpatent rights.

The lar,"' provides for the possibility of joint ownership of patent rights, in which case each

named inventor is presumed to hold an interest in the patent, and in the absence of a contrary

agreement, the rights will be deemed to be held in equal proportions. Thus, research

collaborators, to the extent that they are involved in contributing inventive activity towards the

nraking of an invention, rnay apply jointly for patent rights. The right to be named as an

inventor does not, however, extend to persons who have merely assisted in doing mechanical,

adlninistrative or otl'ler work connected with the development of an invention without having

contributed any inventive activit\,. Owners are vested with rights of exploitation, including the
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right to separately transfer or assign their shares, nranufacture directly or through joint ventures
and other nrodes. A licerrse. however. rnust be jointly granted.

A lurtlter cotlsideration is that which relates to enrployec inventors and cornmissioned research.
In this siluation' patent orvnership vests in thc cmployer or the enlity that conrrnissioned the
t'escarch ln the cotrtext ol joint research, the sponsoring organization rvill thcrefore be the
orvtter of the patent, arrd if sponsorship is b1, rnore than one cntity, they rnay appry as joint
o!\/ners' subject to any colltl'at'y agreement. The agreed terrns regarding ownership need to be
considered by all collaborators vis-d-vis enrploynrent terms, institutional Ip policies and other
obligations affecting the status of collaborators to ensure that any possibility of conflict is
clarified. However. this arrangernent pertaining to vesting of patent ownership rights in
sponsors does not precludc the extension of pecuniary arrd other benefits to other collaborators
in line with the profitsharing alrangcrnent, nor does it preclude the nanring of the inventors.

3.2.J IP policies in rcsearch rnstitutions - the intcrrelationsh ip beru,een intellectual
ra egrcs an I)() tctcs In research institu tions

It is integral for research institutions to have IP strategies and Ip policies in place that guide
the utilization and comnrercialization of IP generated frorn such institutions. The strategies and
policies are guided by the cxisting IP legal frameworks within the country where the research
instilution is based becausc IP is territorial in nature and in order to receive protection there
tlust be IP legislation in place that offers sr"rclr protection. Therefore, as a research institution
draws up its policy. it must ensure that such policy is in line rvith and custornized to fit u,ithin
the existing IP legis lar ion.

The lP strategy of the researcl] institution follows the mission of the institution, while the Ip
policy should be used to reinlorce the strategy being pursued.e3 Thus. an Ip policy is an element
of an IP strategy' An IP policy encorrpasses the basic IP rules that the institution follorvs in
handlirtg its IP and is meant to ensure consistency and effectiveness in the process ofrecording.
evaluating arrd protecting the institutional Ip.ea

s3.Anatoie Krattiger & stanley P Kowalski, "unit 5 - lP Policy and strategy: context and lmplementation,, online
:.q wlPo, tP Asset Manogement course DL450E Module vlt: strotegy for lntellectuol property Monogement,Distance Learning program (WlpO, 20221 at rt, online:<welc.wipo. int/acc/in dex.jsf?page=courseCatalog.xhtm l&lang=en &cc=DL450Eflplus_DL4SOE> [perma,cc/3pNF-G2891.
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Structure ofan institutional Ip policy

An institutional IP policy should be able to define IP ownership and explain the rules applicable
to independent contractors. The reporting of newly created IP rights by employees should also
be provided for as well as procedures for IP filings and maintenance and institutiolal handling
ofconfidential information for the protection oftrade secrets. The Ip policy serves the purpose

of setting out the commercialization principles of the institution, requiring the policy to explain
how income generated frorn the IP will be distributed in a benefit-sharing clause. It rnust also
outline how to handle the rights and obligations of inventors vis-d-vis the institution, as well
as any rights retained by the institution (e.g,, a royalty-free perpetual Iicense for research and
humanitarian purposes). The policy nrust also provide for enforcement of Ip rights and
ernployee responsibilities in such regard.

ss see wlPo, "Guidelines for customization of the wlPo lntellectual property policy Template for Universitiesand Research rnstitutions" l2g January 2o'g), onrine: wlpo <www.wipo.int/about-
ip/e n/u n ive rs it ies_rese a rch/docu m en ts/ip_t oo lkit/gu id e lines_te m p la te. docx>.

A generic breakdown of an Ip pol icy structure for a research institution should generally
include the followinge5

1. Preface

This should reflect the research institution's mission, vision and values and explain how
the objective of cotnmercializing the IP fits within these institutional principles. The
preface should also give a brief description as to the genesis ofthe desire for an Ip policy
by the institution and the goal ofthe policy.

2. Definitions

Defining key terrns is meant to enable the IP policy to be corectly interpreted and applied
by stakeholders. They should be brief, clear and precise. They should be reflective of
giving an understanding of the nrost commonly used terms in the implementation of the

IP policy.

3. Scope

The scope ofthe policy addresses the various stakeholders that are to be affected by the
policy, including staff mernbers. students and visitors It also covers the type of Ip within
the institution's jurisdiction. e'suri.g it is legaily bi,dirrg and i' conformity with the lp
law
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4. Governance and operation

An ilnpoltant cortsideration to follorv is incorporating a two-ticred srructul.al approach in

gor'erning and implenrenting the IP policy. Firsr, an Ip Governancc or Ip conrrnittce

trhich is resporrsiblc for policl,creation and overarching strategic guidance. Second. arr

lP Operations or IP Managenrent Office rvhose dotnairr is the day-to-day managentent

and transactions involving the institutional Ip. Both offices, although operating semi-

independently. should lall under a higher-ranked designated officer ofrhe insritution.

5. Orvnership of IP and rights of use

This segntent of the IP policy should be guided by a number of factors in dcterrnining thc

ou,nership of IP gencrated rvithin the researclr institution:

a) t.National IP lcgislation - the policy slrould cornply u,ith national legislation on

institutional orvnersh ip of IP.

b) F.stablishcd or best practices - the policl can givc considelatiort ro establishcd

locally, and international best practices.

c) outline of circunrstances under which the Ip should be orvned by the research

institution - the objective is to guarantee access to the institution's lP and research

and maxintize the econornic and societal benefits that ma1, result. Such

circutnstatrces should address how the institution is allorved to rnaxirnize benefits

whele the IP has been created by its staff members, students or visitors. orher

lnatters thal should be considercd are moral rights as uell as release of the lP intc,

the public domain.

6. Publication, non-disclosure and trade secrets

This segnlerrt slrould address the researchers' ability to publish their researcS findings

while at the satne tinre balancing this right with the concerns of the sponsor.s or.r matters

of confidentiality or loss of IP rights duc to exposure ol information to the public. The

policl' shor-rld address prernature disclosure of research findings to third parties and

outline factors that can lrclp deternrine whether to take the direction of owning the

institutionaI IP as a tradc sccret or as a patent.
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7. Research Contracts

The IP policy should be specific as to who signs contracts on behalf of the research

institution. It should include that any person who signs a contract without the designated

authority renders the contract null and void and therefore deemed not to have been

executed.

8. Determinations by the IP Management Office

The IP policy must provide for proper documentation of all research results. This helps

the IP Management Office in decision making and assists the office in the drafting of all

necessary IP applications for grant ofpatent rights, trademarks and acquisition ofother
IPRs. The documentation is also necessary for IP auditing of the institution, entering

commercial transactions such as licensing or assignment of IpRs, and following up on

claims of infringement or disputes as to Ip ownership, either internally or extemally.

9. Commercialization of IP

The IP policy should generate strategies for commerci alization of the institution's Ip.

Such strategies can include licensing, establishing joint venture companies with third

parties, establishing faculty-led or student-led start-ups or spin-off companies, or
assignrnent of IP.

10. Incentives and distribution ofrevenues

The IP policy must provide for a rewards system that can effectively guarantee a

continuous turn-around of knowledge transfer. Such incentives can be guided by a

Iegislative framework, if any such provisions are legally catered for. This should include

incentives such as revenue sharing and benefit-sharing, entrepreneursh ip support, moral

prestige and recognition, access to equity or shares in a spin-off company, as u,ell as

career d eve loprnent-re lated benefits.

I l. IP portfolio maintenance

The IP policy should include provisions for ways in which the research institute can keep

nronitoring the utilization of the institution's IP to ensure that it serves the institution,s

interests and strategies. The methodologies for checking up on the institutional Ip in this

regard are covered through recording, monitoring and evaluation.
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12. Traditional knorvledge (TK) and genetic resources (GRs)
Applicablc l[) larvs or sui generis larvs u'ith specific provisions lor access and benefit-
sharing relatcd to l'K and GRs should be olassistancc in structuring how thc Ip policy
can address this topic. where legislation is absent, contractual undcrtakings can be ol
guida.cc, but must be streanrlined i, such a way that they reflect an agl.eelnent on
preservation o[ cultural rights of Indigenous communities, guarar]tee prior and informed
consent' as well as benefit-sharing with custodial Irrdigenous comrnunities before thc
institution can conduct Ip-generating research involving TK and GRs.

13, Conflicts of interest and conflicts of commitment

Staff nrcnlbers of researclt institutes are likely to engage in lnore research collaborations
or interactions with industry or corpol'ate errtities due to the nature of tlreir work. w5ich
can give rise to potential conflicts ofinterest. The IP policy nrust therefore have guidelines
in place to assist pafiies in navigatirrg around potential conflicts ofintcrcst rvhen operati,g

14. Dispute resolution

Overly aggressive enforcemenr of institutional IP should be discouraged as it could turn
au'ay staff mernbcrs arrd other stakeholders in the lp gcneration processes. .fhe 

policy
should therefore provide clear and consistent provisiorrs on resolution ol disputes related
to the creation and rranagement of its Ip through arternative dispute resorution
nlcchanisrns that enable the parties to resolve their differences and continue rvorking
together.

15. Amendment

No policy is marked in stone, but each stakeholder that is ro be alfecrcd by it needs to
conse.t to any alterations to be made ro the policl, i, a transparent rnanlrer. The policy
nceds to contain provisions on atrendment of clauses to provide comfoft to the siqnatories
that they are able to ar:rend any clause thel,consider u,or1h amending.
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4. TNTELLECTUAL PROPERTY RIGHTS AND RESEARCH OUTCOMBS
Intellectual property (lP) rights play a crucial role in the transfer and the commercialisation of
knowledge. There are mally ways in which owners of IP rights can commercialize and allow
lor exploitation oftheir Ip rights at the end ofthe research phase.

Cornmercial rights to the arising intangible assets are negotiated by the parties and can vary
depending on the nature ofthe collaboration and the contributions ofthe parties. Consequently,

some of the key IP provisions in these agreements relate to the IP produced through the

researclr, rather than the rights to existing inventions or innovations. These key provisions

erlsure that there is clarity when it comes to the ownership of new IP that arises from or is
deve loped during joint co I I aborat ive efforts.

4.1 Mechanisms for IP rights exploitation and Commercialization

Colnmercialization is the process of utilizing the economic rights to secure the financial
benefits from innovation or IP assets.e6 Commercialization may be done by an individual, an

infonnal business enterprise, a corporation, an organization or a state agency alone or by
collaborating with other parties.

This guideline provides at least five ways in which IP rights can be commercialized or exploited
in joint and collaborative research.

4.1.I Licensing of Intellectual Property Rights in Africa

Itrventions and/or creations confer certain benefits to the inventor or creator, even in the context
of a pandemic or epidemic. These benefits refer to the rights that the creator or the inventor

holds' Through IP rights, the inventor or creator is granted an exclusive right over the invention,

that is. no one else is allowed to use the IP rights without the permission of the inventor or
creator. It is noteworthy that these rights can either occur automatically, as is the case for
copyright oI trade secrets, or upon registration of the invention or creation, as in the case of
patents or utility models. Further, upon registration, the IP rights owner shall be granted a

document to represent ownership, which is crucial in licensing.

e6 Ben Sihanya, "Commercialization, Securitization, and Taxation of lntellectual property in Kenya and Africa,, in
Ben Sihanya, lntellectuol Property ond lnnovation Low in Kenya ond Africo: Coses ond Moteriols, (Nairobi:
Sihanya Mentoring & lnnovative Lawyering, forthcoming 20221 at ch 29 [Sihanya, ,.com mercialization,
Secu riti!ation, and Taxation"l.
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Licensing is one of'the corc tnechanisrns through which IP assets can be utilized, exploiteci or

cotnnrercialized by IP rights holders to third parties. Licensing, assignnrent, and fi.anchising

are includcd in the exclusive rights held b1,the rights holdcrs. A license is perrlission to do

something that ivould otherivise be unlarvful. A license Ibr IP is a contractual conlr.nitnrer.rt ro

allow cotlrtncrcialization or other lorms ol exploitation. 'l-he licensor grants rights to the

licensee to use tlte IP without translcrring its ownership, in exclrange for rnonctary

conlpensatioll, services, equit5, in a company or other consideration. Thc license ptay also bc

oral or inrplied fi'orr.r the conduct of the panies to a transaction involving IP assets or inrrovation.

writing and registration of licenses is the best strategy to ensure certainty.

There arc trvo [1ou6 fortns ol licensing: voluntary or consensual licensing, and involuntary or

cotnpulsorv licensing and governtlent use. In contractual licensing, 1he licensor and licensee

agree to the tertlls of the liccnse. Conrpulsory liccnsing or go\/ernrnent use occurs rvhcn a

govenrrrcnt ageltcy authorizcs a third party to exploit the license.

Licensing catr also bc cotrccptualized or defined basecl on the level of exclusivit), provided to
the licensee to solc. exclusive. or non-cxclusive license.

Sole licensing occurs where thcre is only one licensee. The sole license, like all other licenses.

nlay be oral or evidenced in writing. In the case of a sole license, the licensor may or nray not

cornpete with the licensee. The licensee is not authorized to sub-licerrse the Ip rights granted.

On the other hand. exclusive licensing occurs where no one else is perrnitted to cornpete u,ith

tlte licerrsce. llot even the licensor. The licensor cannot grant additional licenses to other third
parties or use tlre IP thenrselves.'l'he third t1,pe is the non-exclusive license which allows the

licensor to colltinue exploiting the IP and granting additional licenses to otSer parties.

Licensees will have to conlpete amongst each other and with the licensor in the use of the

licensed IP.

Compulsory Iicenses are very irtrpot1anl in the health and pharrnaceutical industries. espccially

in developing Aflican countries. such as Kenya. South Africa, Nigeria, Ghana. Uganda. and
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Tanza,ia, because nrajor pharmaceutical courpanies have had the tendency to fire good,eT bad 98

and pooree patent applications

Most African states suffer from insufficient interest, government support, and necessary
pharmaceutical manufacturing capacity for effective use of compulsory licensing. Apart from
Egypt and South Africa, most African countries do not have the pharmaceutical manufacturing
capacity to utilize active ingredients and related research.l00 This poses a major challenge to
African states where a paterlt has been filed as it curlails or bars the development or
n.ranufacturing of generic drugs. This in turn contributes to the high cost of such drugs as the
big pharmaceutical companies ("big pharma") have nronopolistic or oligopolistic control over
the production and distribution ofthe drugs, thus making them inaccessible to poor and needy
people in African states who need the drugs rnost.r0r

An example of this dilemrna is the HIV/AIDS epidemic or pandernic that has affected most
African countries. People suffering from HIV/AIDS are dependent on antiretroviral drugs
(ARVs) where 80%o of the medicines necessary for treatment are imported from outside
41r1.r.r' l02

The coVID-19 pandemic has exposed the need for African governments to increase their
involvement and offer the necessary support for R&D and IP to the pharmaceutical industry to
increase the ability to develop a vaccine against the novel coronavirus which has led to many
deaths in African countries. lo3

s7 Good patents are those patents that are scientifically, technologically, and technically sound or viable.s8 Bad patents or poor patents are patents that are poorly written so that it is impossible to understand what itprotects... see Paur Morinvi[e & Gene euinn, ',rs a ,bad patent, realry that bad?,, (30 January 2018, rast visited76 luly 2o2ol' online: lP wotchdog <www.ipwatchdo g.com/2orL/07/30/is-a,bad-patent-really-that-
bad/id=92965/>.
es lbid.
r00 olasupo Ayode.ii owoeyea, "Compulsory patent licensing and local drug manufacturing capacity in Africa,,l20r4l Bufietin of the worrd Heorth orgonizotion 92 ((3:at 21;-219 , Dor <r0.247 7/81T.13.128413>.1or c/Mercy King'ori, "lntellectual property rigtrts in panoemics: The case of the novel corona virus in developingcountries" (5 April 2020, last visited 16 July 2020), online: Strothmo re university centre for tnte ectuol property
o.nd lnformation Technology low <cipit.strath more.edu/intellectual-property-iights in-'pandemics-the-case-of-the-novel-corona-virus-in-developing-countries/>.
102 Owoeye, supro nole !2.
03 "Africa response to COVID-L9: Wh at roles for trade, ma n ufacturin g, and intellectual property?,,(23 June 2020,ast visited 5 August 2020), online: Organisotion for Economic Co-operotion ond Developmentcd.or coron lru o lic

m n ufa r n -intellect
a rca -s- r ons -to-cs -19-what-r les-for-trad-res n ES

ro rt -7 0dfaf ; Reuters, "South Africa roll out continent,s first trials forCOVID-19 vaccane" (24 June 2020, last visited 16 july ZOZOI, onljne: The Stondord<www.standardmedia.co. ke/articl e /2OOl37 63g9 / south -africa -rolls-o ut-contin en t-s-first-tria ls_for_covid _ 19_
Covid-19 recoveries, no deaths,, (24 June 2020, last visited

vaccine>; Jonathan Kamoga, ,,Uganda registers gTpc
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Relatedly, sorne of the African Iegislation governing Traditional Knowledge ( fK) and

I't'aditional Ctrltural lixpressions (-lCIr) expressly provide for tlrc application ol conrpulsorl,

licensing in-l'K and TCE. This irrcludcs the problerratic Secrion l2 of the Kenyan I)rotecrion

ol"l-raditional Knou'lcdge and Clultural Expressions Act, No. 33 ol'2016. 'l his section proyides
lor at least tw'o itrstalrccs u'lte re the relevant Cabinet Secrctary can grant compulsory Iicensing
fol protected traditional knorvledge. The first instancc is where the -l-K is not sufficiently
exploitcd, and the secortd instance is where the rights holder docs rlot grant licenses for the

exploitation of the l'K. Generally, such compulsoly licensing must be subject to prior informed
collserrt with adequate compensation to the rights holders.

Conlpulsory licensing for the non-exploitation of traditional knowlcdge is also provided for in
the Suakoplrlund Protocol of the Alrican Regiorral Intellectual Property Organisation on thc
Protection of Tladitional Knorvledge and E,xpressions of Folklorc. Section l2 of the

Su,akopntund Protocol states:

"ll'ltcrc 
Pt'otacted tro(litionol knox'leclga i.s not bcing su/Jicie ntll,c4tlctite d b, the ri.qht.s

notder, or y'here the hotder ol rights in traditionol knov,ledge re.fuses to g.ant license.s

sub.iect to reasonable contntercial rerms ond conditions, a Conrrctcting srate ntas,, i7
tlle interesrs o.[public securily or public heolrh, g.ant a contpulsory license in order to
fulfil nat ionol needs.-toa

Section 8 ol' the Swakoprrtrnd Protocol allows owrrers of TK to licerrse their rights apd

conclude licensing agreet:tents. 105 Furlherrnore. rights holders nray also grant acccss 1o Ip
rights in exchange for royalty paynlents, especialll, on humanitarian grounds as discussed in
the next sect ion.

4,1.2 Royally fTcc occess ofintelleclual properqt rights on hunrunitarian grounds

The pledging of IP rights occurs wlrere tlre owner of the IP assets grants his or her rights to a

third party to tlse or trisuse accordingll,. as long as the irrtended purpose for the exploitation of

16 July 2020), online: EostAfricon <www.the-eastafrican. co. ke/news/ea/Ugand a-Covid-recoveries l4s52gog-
5581812-68m ulO/index. html>; Nation Team, "Kenya COVID-19 cases hit 11 252 as 51 leave hospital,,(15 July
2020, last visited 16 July 2020), online: Notio, <nation.africa/kenya/news/kenya-covid-Lg-cases-hit-11-252-as-
51-leave-hospitals-1798470>.
tu Swokopmund Protocol on the Protection ol Troditionol Knowledge ond Expressions of Folklore, ARIpO, 9
August 2010, s 12.1.
ros tbid, s g.
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these rights is tron-conr tnerc ia I or non-profit.l06 Some biotech or pharmaceutical firms, such as

Moderna, a US-based producer of mRNA vaccines, granted patent pledges restricted to use and

access only during the COVID-19 period. Moderna would then renegotiate for fee payments

for the licensing of its vaccine.l0T

As discussed above and below, the COVID- I 9 pandemic has created a race for diagnostics,

therapies and vaccines. AbbVie, a US pharmaceutical company, has dropped its rights for its
patented drug, "Kaletra antiviral drug", allowing third parties to use the drug to find a cure for
the novel coronavirus. I08

The owner of IP rights can grant these lights to a third party by way of a license, making the

lP owner the licensor and the third party the licensee. Usually when the owner of the Ip grants

the third-party permission to use these rights in an agreed-upon manner, the third party

compensates the IP owner by way of royalty or related payments. Royalties are a form of
taxable income charged for the use of one's (intellectual) property. In their most common form,

royalties represent a percentage of profits raised from the use of Ip rights.

Boehringer Ingelheim, a German-based phannaceutical company, reportedly granted a free-

license of patents of an HIV drug to Aspen Pharmacare, a South African pharmaceutical

rnanufacturing cornpany.l0e This free-license allows Aspen Pharmacare to produce and

distribute the HIV drug in South Africa as well as in l3 other countries of the South African

Development Community (SADC) at an affordable price. For Boehringer Ingelheim, this

voluntary free-license marks a step towards its commitmerlt to fighting HIV. tro

Boelrringer lngelheirn and other pharnraceutical firms have realized the need to pool resources

to provide medical treatment to the poorest regions of Africa and the rvorld.lll In 2009,

GlaxoSmithKline reportedly granted free licenses to more than 800 patents on tropical diseases

106 Joe Tidd, Exploiting lntellectuol Property to Promote lnnovotion ond Creote Volue (London, UK: World
Scientific Publishing, 2OL7) at 370.
107 Jorge L Contreras, "Deconstructing Moderna's COVID-19 Patent Pledge" (21 October 2020, last visited 17
)une 20221, online: Horvord Low Bill of Heolth <blog.petrieflom.law. ha rva rd.ed u/ 2o2o/lO/2L/moderna -covid19-
p atent-p ledge/>.
108 Kaletra is one of the drugs identified as a potential treatment for COVID-19. See Maija palmer & Donato
Mancini, "Coronavirus puts Big Pharma's lP regime to the test" (20 April 2020, last visited 17 July 2020), online:
Finonciol limes <www.ft.com/content/5a364ebO-780c- 11ea-bd25-7fd9238S0377>.
loe William Fisher & Cyril Rigamonti, "The south Africa AIDS Controversy: A Case Study in patent Law and policy,,
(10 February 2005, last visited 17 July 2o2o\, online (pdf): Horvard Low school
<cyber.harvard.edu/people/tfisher/South%2OAfrica.pdf >.
!t0 lbid.
111 Nicole Ziegler, Oliver Gassmann & Sascha Friesike, "Why do firms give away their patents for free?,, (2014)
37 World Patent lnformation 19, DOt: <10.1016/j.wpi.2013.12.002>.
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to patent fit'rns to etrable thenr to realize their social responsibility by promoting access and
affordabiIity of r.nedical treatr,ent. especiarIy in creveroping countries.rr2

'I'he section belorr discusses assigrtttrcnt as an alternative rnechanisrrr throueh ri,hich
intellectual property rights ca. bc conrnrcrcializcd i, collaborati'e research.

{.L3 Assignment of intcllcctual property rights in Africa
Art assignrrent is an agreenrent whereby the assignee rcplaces the assignor for thc relevant
intents and purposes rvith respcct to all or specified IP rights. Unlike a license. rvhercin a
licensor retains all interest in the propcrly licensed, an assignnrent irrvolves the full transfer of
ownership of IP rights from an assignor to an assignee. The assignment should specify at least
three rnatters. First. the scope of thc rights assigned (the conceptual rnarket). Second, the
specific geographical tttarket. And third, a specific duration.ll3 sorne assig'rrents arc sirrilar
to sollle licenses. ARII']o's Swakopnrund Protocol under Section 8 provides tSat...r'ners'. of
l-K have the right ro assigr their rights and concrude ricensing agreements. ra

\4ost Aliican couttlrics ltave also irrcludett clauses and provisions on assignnrent in their
II cc lotl o enya s I1 r-tst nal Property Act, 200 I

grants the owner of a patent the right to assign or transfer it to a third pany.r r5 Sirnilarly, the
South African Patent Act No. 57 of 1978 provides for assignment of patent rig6ts under its
chapter lX' Section 59 of the Act provides for the assignnrent and devolution of patents by
operation of lawlr6 rvhile Section 60 provides for assignment, attachrnent and hypothecation of
patents or application for a patent. lli The Nigerian Patent and Designs Act lg70 provides for
assignrlent of patent rights under Section 24.r r8

Assignrnents of IP rights can be done either via Iicensing, sale or transfer (i.e., with or without
direct financial cornpensationy.lre The next section discusses joint ventures as a way of
commercialization of intellectual property rights through joint or collaborative research.

rr2 Ziegler, iupra note 111.
113 Sihanya, "Com mercialization, Securitization, and Taxation,,, supro note 96.Lta Supro note 104, s g.
t.t.5.lndustriol property Act 2001(Kenya), revised 2020, s 30(4).
1t6 Potent Act (S Afr), No 57 of 1978, s 59.
Lr7 lbid' s 60 Hypothecation means granting security rights (includes a pledge or bond) over a parent as acollateral in order to obtain a debt under section 60(5) of-the south African patent Act, r.97g.tt.8 Potents ond Designs Act 1g70 lNigedal, s 24.
rre united Nations Economic commission for Europe, lntellectuat property commerciolization: policy options ondProcticol lnstruments (Geneva: United Nations, 2011).
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4.1.4 Joint ve,ture, partnership, venture capital, and special purpose vehicle
A joint venture is an arrangement betlveen two or more individuals, parties, businesses or
organizations who pool their resources together with the aim of accomplishing a specific
objective, which also applies to situations of IP assets, innovation and technology transfer.r20

Novartis Pharrna Ac and Bayer schering AG entered a joint venture agreement to collaborate
in the developrnent of of PTK/ZK, an oral angiogenesis inhibitor used to slow the spread and
growth of tutrtours'l2r Furthennore, the Kenyan Ministry of Health partnered with Arnref
Health Africa and AstraZeneca to promote mobile vaccination against covlD-19. The project
was airned at enhancing vaccine access and uptake in Kenya.t22

Venture capital is a private equity and financing mechanisrn where an investor provides
funding to staft-ups or srnall- and medium-sized enterprises (SMEs) and businesses with the
potential for long-term growth. In exchange, the investor receives equity or an ownership stake
in the business or organization.l23 For example, companies enter such ventures or alliances for
purposes of protecting their investment or innovation from political or economic risk.r2a
Governments may be interested in production or distribution or simply rent seeking or primitive
accumulation.

A strategic alliance (SA) is coilaboration between two or more parties, businesses or
organizations who become interdependent by entering into a formal or informal agreement
which is built on a platform of mutuar objectives, strategy, risk, and reward.r2s Reratedry, a
special purpose vehicle (SPV) is an entity established with its main responsibility being to issue

"'.1 9o:d .illustration is the joint venture between Kenya Ainrays, Royal Dutch Airlines and Martin air whichestablished Ken-cargo. other examples include the 4G network r"ntrr" but*u"n th" gouernment and mobilenetwork operators and Mpesa, which is a joint venture between safaricom and VodafJne. other notable onesinclude those between African governments and relevant companies. see Jackie Taylor, ,.Drafting lntellectualPropertyJoint venture Agreements with an Eye Toward rermination" (2004) 4 pittsburgh Journal ofrechnologyLaw and Policy, DOt: <10.5195/tlp.2OO4.10>.
121 "Novartis (NVS): some Examples of Joint ventures, Partnerships, and Alliances,, (29 August 2007, last visitedl July 2020)' online: Knowledge Ecology lnternotionolcwww.keionline.org/book/novartisinvs-some-exampres-
of-joint-ven t ures-partn ers h ipi-an d-allian ces>.
122 Amref' "Amref and Astrazeneca launch mobile clinics to support last mile covlo-19 vaccination efforts inKenya" (27 )une 2022, last visited 5 August 2022) online: Amref <amref.orgln ews/a m ref-an d-astrazeneca-
3i::1..T"Ol]"-.,inics-to-suppor!tast_mite-covid_19_vaccination-efforts_in-kenya/>."- Anorew 5herman, "How venture Funds can work for you,, (1gg0) 7g:5 Management Review 44_4g.124 Kenyan company law has dubious provisions on strategic allegiances, joint ventures and mergers, hence thedebate that the copyriBht Act be reviewed to capture lp aid ToT issues. lt was a revision of the Restrictive TradePractices' Monopolies, Price control Act, 1988 io be reviewed. Most companies enter strategic allegiances tocircumvent the provision on mergers and acquisitions. Cf competition Act 2010 (Kenya).125 lbid.
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bonds and pay interest and plincipal to investors. 1-hey are usually created for tlre sole purpose

of acquiring certain assets or derivative cxposures and issuing liabilities that are thereby linkcd

solcly' to tllose assets or exposu lcs. lr(' There is littie difference bctween the type of arrangernent

in the health scctor (i.e.. r'rhcthcr it is a partnership. JV. SA, or SPV). and it is the rerrr.rs of
engagerncnt that nlatter ntore than the label.

4.I.5 Access Benefit-sharing Agreements in Africa

Access berrellt-sharing (ABS) agreenlents are another mechanisrn for the exploitation a1d

comtlerc ialization of IP rights. ABS agreements provide guidelines or str.uctures on how
genetic resources may be accessed and used, and how the benefits arising from such utilization
are shared arnong the parties, organizations, states or subnational units using the resources (as

''users") and the people or countries that provide thenr.

ABS agreenrerlts can be divided into two categories. The first category consists of comrnercial

ABS agreenlerlts where a user seeks access to utilize genetic resources for applied research for
conrmercial purposes. -l'he 

secortd calegory consists of non-commercial ABS agreernents

u'here thc ttser seeks utilization ol' genetic resources for nou-conr rl erc ial purposes u,hich

normally exclude the use of lp rights over genetic resources.

ln2019, the KhoiKhoi and San cotrmunities entered an ABS agreement with the South African
rooibos industry. r27 This agreenrent recognized the KhoiKhoi and the San as the traditional

knowledge right holders ol'rooibos, an irrdigerrous plant specics that is found in thc Cederbe rg

region of Soutlt Afi'ica. -l'his 
agreement means that the KhoiKhoi and the San will 6ave access

to benefits as a percentage contribution from the commercialization of rooibos by the South

African rooibos industry. 128

ABS agreements are supported by the Convention of Biological Diversity (CBD) 1992, the

Nagoya Protocol. the International Treaty on Plant and Genetic Resources for Food and

Agriculture (ITPGRFA) 2001, and the Swakopmund Protocol on the Protection of Traditional
Knowledge and Exprcssions of Folklore in Africa. l2e Sorne African states have enacted

125 David Ruder, 5 trotegies t'or lnvesting in lnteltectuol Property: lntangible Voluotions, Reol Returns (Washington,
DC: Beard Books, 2008) at 111.
127 Rachel wynberg, "San and Khoi claim benefits from rooibos" (19 November 2019, last visited 17 July 2020),
online: University of Cape Iown <www. news. uct.ac.z a/a rticle/-2019-11-18-sa n-a n d-khol-claim-benef its-from-
rooibos>. Rooibos is a widely renowned variety of tea.
t28 lbid.
12s The Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharlng of Benefits Arising
from their Utilization to the Convention on Biological Diversity 2010. lt was a protocol to the Convention on
Biologica I Diversity, L992.

59



relevant policies, Iegislation. rules, and regulations. Kenya, South Africa, Lesotho, Angola,
lLwanda, Chad, Burkina Faso and Burundi have ratified the CBD, but countries like Nigeria,
Egypt. Botswana, Libya and Gabon had not ratified the CBD as of May l9g4.t3o

Anicle l5 of the CBD outlines a set of ABS principles. The first principle is that access to
genetic resources must take place with the approval or "prior informed consent,,of the country
lrom which the resource is accessed.l3l The second principle is that conditions for access to or
use of getletic resources, including how any resulting benefits would be shared, must be agreed

upon. Access and benefit-sharing must be based on mutually agreed terms to be negotiated

with the country providing the resources (also, in some countries, delegated to an agency or
comrnunity). 132

Article 8(i) of the CBD affirms the need for national governments ro respect, preserve and

rnaintain knowledge, itrnovations, and practices of indigenous and local communities.ts3

1'he Nagoya Protocol 2010 provides key obligations in relation to access to genetic resources

and fair and equitable sharing of benefits that arise from their utilization and compliance.
Article 2 of the Nagoya protocol provides that:

"'[U]tilization ofgenetic resouLces' nleans to conduct research and development on the

genetic and/or biochemical conrposition of genetic resources, including through the

application of biotechnology as defined in Article 2 of the convention of
B iodiversitY'" llr

The Nagoya Protocol came under scrutiny after the outbreak of the COVID-19 pandemic. The
Protocol ltas been praised for aiming to give each country sovereignty over its biological
resources, however, sotre have argued that this could hinder the global collaboration required

r30 Jorge Medaglia, Frederic Perron-welch & Freedom-Kai Phillips, "overview of national and regional sharing
measures on access and benefit sharing" (25 June 2014, last visited 17 July 2020), online (pdi): centre filnterndtionol sustoinoble Development Iow <www.absfocalpoint. nl/uplo ad_mm/g/ a/g/2b706ea7-4gge-4c3c-
bc36-

f9327 a798L3f 
-ovewiewo/o2Oolo/o20national%20and %2oregional%ZOmeasures%z0on %2oaccess%2oand%2obe

nefit%20sharing.pdf>.
t.3t uN convention of Biologicot Diversity,1,ggz,1760 uNTs 79, art 15(3) (entered into force 29 December 1993).r32 tbid, art LS(7).
r33 UN,5upro note 52, art 8(.i).
t]o Nogoyo Protocol on Access ond Benefit-shoring, (29 october 2o1o), art 2 (entered into force 12 october
2014).
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fbr the developnletrt ol'rtew vaccittes. ll5 Balance is required anrong sovcreignty over national
l'esources' prior infornrcd consettt. tnutual agreenrent, access and benefit-sharing. and access to
bioteclrnologl and rclated prodtrcrs. including tncdicines.

Significantli" rhe I-|PGRFA 2001 addrcsses the speciflcs of plant genetic resources ibr lbod
and agriculture. -l'he 'lreaty establishes a rlultilateral systern of access arrd benefit-slraring
rvlticll ainrs to lacilitate the cxchange ol sceds and other genctic material of scveral crops
deemed significant I.o r food securit1,.l36

Irood and Irutrition contribute a crucial concep( of heafth and wellness, and the constitutions of
some Africatl states, such as Kenya and South Afi'ica, provide for them.l37 Arlicle 43 of the
Kenyan Constitution 2010 providcs the ntost relevant clause(s).r38

In this regard. the ITPCRFA cottstitutes a specialized interlational instrurnent on ABS that is

consistent u'ith the objcctives ol the CBD and thc Nagoya Protocol, as stated ip A1icle l(4\ of
the Nagol'a Protocol.rle The rnajority of African countrics are rnembers of the ITpGRFA, apart
frcrn Mozantbique. Botsu'ana. (--orIoros. Ilquatorial Gr,rinea. Gambia, and South Africa.ra(,
Cape Verde and Nigeria have siened the agreentent but are \'et to rat ifi 11_ 

Il I

Section 9 of ARIPo's Su'akopnruttd Plotocol also provides for the equitable benefit-sharing of
traditional knowledge holders. Section 9.3 starcs

"The right lo equitable renltnerotion ntigltt extend to non_monetctrl, bene.fits, suclt as
contribtrlions to contmunit)t clet'elopntent, clepending on the ntaterial needs and cultural
pre.fercnces expressed b1, the trotlitionor rtr rocar contntunirie.r rhentserves.,,

r35 Thomas Cueni, "Novel coronavirus 2019-nCoV exposes a flaw in the Nagoya protocol,, (5 February 2020, lastvisited 17 )uly 2o2ol, online: SrAr <www.statnews. com/2020/o2/oi/norel-coronarirrs-exposes-nagoya-
protocol-flaw/>.
t-16 lnternotionol Treoty on Plont Genetic Resources t'or Food ond Agriculture, 2001, arts 10 and 1.3 (entered intoforce 29 June 2004).
r37 see constitutio n of Kenyo,2010, art 43; cf constitution ol the Repubric of south Af rico 1996, s 27 .I38 see Ben Sihanya, lnteltectuol Property ond lnnovotion Low in Kenyo ond Africo: coses ond Moterols, Nairobi:constitutionol Democrocy ond Regulotory ond Administrotive Low in Kenyo ond Africo, Nairobi: sihanyaMentoring & lnnovative Lawyering, vols l and 2.
rrs The Nagoya protocol on access and Benefit-sha ring, online <www.cbd.int/obs/>.
ro0 "FAO Mem bers h ip" (last visited r7 )uly 2o2o), onliie: Food o nd Agriculture orgonizotion of the lJ nited Notions<www. fa o. org,/pla nt-
tre-aty/countries/mem bersh iplen/?page=3& ipp= l0&no_cache= 1&tx_dynalist_pi1[par]=yToxOntzOjE6tkwiO3
M6MToiMClTfQ= =>.
t4\ lbid.
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'l-his provision refers to llon-commercial ABS agreements and related incentives for the

conservatiotr and sustainable utilization ofgeneric and other resources, including for health and

rvellness.

Hence, the incentives and revenue generated frorn IP are key components to sustainable access

and utilization ofgenetic resources and benefit-sharing. Therefore, some of the incentives and

IP related revenues in joint and collaborative research are conceptualized below.

'1.2 Incentives and Distribution of IP-retated Revenues in Collaborative Research in
Africa

Ihe COVID-19 pandemic has illustrated the importance and need for joint and collaborative

research in Africa, and for the world to develop diagnostics, therapies and vaccines. The

pandemic has also detnonstrated how most African states are currently unprepared to deal with
disasters, epidernics and pandemics. This is because they have not invested in joint and

collaborative research, but rather have relied on self-sponsored individuals and organizations

for solutions, not only in the health sector, but also in other sectors including food, education

and security. l42

The most contentious aspects of research and development (R&D) and cornmercialization

agreements, especially in health or pharmaceutical joint and collaborative research, often are

related to IP interests, ownership, and exploitation. This is because all parties enter into the

agreement with their own unique knowledge and input. Knowledge is a very important

economic asset while enhancing or competing in any industry, especially health, and is crucial
due to the high sunk costs, time and investments put into developing new diagnostic kits,
chemical conrpounds, therapies. or drugs and vaccines.ra3

One of the most irnportant goals of collaborative research, particularly in the health industry,

is to develop a new technology that can be commercialized. Comrnercial rights to the arising

IP are negotiated and carl vary depending on the nature of the collaboration and the

contributiorrs of the parties.

142 8en Sihanya, "lntellectual Property, innovation, and technology transfer in Health in Kenya and Africa:A case
of C0VID-19 and malaria" in Ben Sihanya, lntellectuol Property ond lnnovdtion Low in Kenyo ond Africa: Coses
ond Moteriols, (Nairobi: Sihanya Mentoring & lnnovative Lawyering, forthcoming zoz2) isitranya, 

,,A 
case of

COVID-19 and malaria"l.
Ia3 Carsten Fink, "Patent Protection, Transnational Corporations, and Market Structure: A simulation Study of
the lndian Pharmaceutical lndustry" in Carsten Fink & Keith Maskus, eds, lntellectuol property ond Development:
Lessons from Recent Economic Reseorch (New York: The World Bank and Oxford University press, 2oO5) at 227.
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'fhere 
are at least two ways in which owncrs of IP in collaborative and joint research can bc

retnunerated or given incentives to conrrrercialize their Ip

["irst' a cotntlron iltcelttiYe and distribution of reYenue in the corrrmercia lization ol lp rights is
renlulleratiol'l through the pa1'nrenr of royalties. As previously discussed. royalties are a fcrrrrr
of'(taxable) incorle charged for the use of one's IP assets. In their most cornmon fbrnr, royaltics
rePresent a percelltage of profits raised fi'onr the use or exploitation of Ip. In 2004. the
covernnrent of Kenya colraborated with cosrnos, a domestic pharrnaceuticar company in
Kenya' to obtain two voltrntary licenses with GlaxoSmithKline (cSK) pharrnaceurical
cornpan)/ and Boehringer Ingelheim pharmaceutical cornpany. These Iicenses allowed Cosmos
to produce a,d seil gerreric versions of ARV drugs produced by GSK and Boehringer.
Ingelheiln and pay them by way of royalties from proceeds of the sale of thcse ARVs.raa

'l'here 
are four rvays tlral the owners of IP can negotiate lorroyalties.lai [rirst. Iicense initiation

[-ecs or upfi'ont fees' Second, rutrning royallies thar are based on gross revenuc recei'ed by t5e
liccrtsce through exploitatiorl of the licensed inr,cntion or innovation. l'hird, nrininrunr

elt S rcensees to t e
conrnrerc ia lizat ion of the irrvcntion or innovation.ra6 And fourrh, royalty_free ricensing. An
exanlple of this is the water llfficient Maize for Africa project, rvhere the Monsanto cornpa,y
licensed its technologies royalty-free to AATF and the International l\4aize and wheat
Inrprovement centre (clMMYT) for use in developing drought tolerant nraize for African
f'artlers. la7

The second forln ol ittcentive for comtnercialization ol IP rights is rcmuneration of assignrnent
or licensing of IP riglrts througlt a lurnp suln payrnent.ra8 Licensing or tra.sfer ol Ip r.ights
through a lurnp surn paylnent usually involves an outright sale of Ip rights for a fixed amount
oI rnoney This method of retnuneration is nrostly comrnon in assignrnent of patent. utility
model and trade sccret rights whcre it can be difficult to negotiate the terrns of thc sale or

raa Moni wekesa & Ben Sihanya, eds, lntellectual Property Rights in Kenyo (Nairobi: Konrad Adenauer stiftungand SportsLink Limited, 2OO9).
r45 United Nations Economic Comntission for Europe, supro note 3g.146 tbid.
147 Wekesa & Sihanya, supro note 144.
ra8 Roya Ghafele & Benjamin Gibert, "Promoting lntellectual property Monetization in Developing countries: AReview of lssues and strategies to support Knowledge-d riven Growth" (2012) Economic policy and DebtDepartment' The world Bank Poverty Reduction and EcJnomic Management Network working paper 6143.

63

r^\,^l,i^. ,.":t^^. -- - _.



licensirrg. For instance. the Serunr lnstitute of India (SII) had a licensing agreement with

AstraZeneca in2020 fol the supply of I billion doses of the vaccine.l4e

African governments must offer lnore support for R&D in order to encourage joint and

collaborative research not only in the health sector, but across other sectors like education,

agriculture, industrializatiotr, information and communication technology. This can be done by

enhanced IP protection and promotion through law, regulations, and policies supporting

traditional, local or indigenous African content.

The COVID-19 pandemic has shown that Africans have the capability to conduct R&D. For

exarnple, individual researchers in Kenyan universities and research institutes created or

proposed irnportant innovations and even prototypes regarding personal protection equipment

(PPE) or kits to prevent COVID-19 infection.r50 Some Kenyans also innovated wooden hand

washing machines to help curb the spread of the coronavirus.l5l

For African countries, health innovation presents two crucial opportunities. ls2 The first is the

opportunity to increase dornestic capacity to solve health challenges. The second is the

opportunity for international funders. Health innovation is an opportunity for African countries

to rnove beyond foreign aid and dependency, with the shared goal ofcreating self-sustaining

innovation that has both health and development impacts.l53

With sufficient government support and funding, health innovation can be improved greatly

through collaborative and joint research as well as through promoting distribution and

incentivization of IP related revenue.

To conclude, IP rights have a role in coVID-19 strategies that relate to copying, recovery or

revival, and restructuring and rejuvenation of the African IP regimes and the relevant

institutional frarneworks. There are three rnain strategies.

rae Divya Rajagopal, "Astrazeneca & Serum Institute of lndia sign licensing deal for 1 billion doses of Oxford
vaccine" (4 June 2020, last visited 17 June zozzl, online: The Economic Times
<economictimes.indlatimes. com/industry/healthcare/biotech/pharmaceuticals/astrazeneca-seru m-institute-
of-india-sign-licensing-dea l-for-1-billion-doses-of-oxford-va ccine/a rticlesh ow/76 2 02015. cms?>.
rso Star Reporter, "KU develops Sh500,000 ventilator prototype in war on Covid-l9" (11 April 2020, last visited G

August 2020), online: Ihe Stor <www.the-sta r.co.keln ews /2O2O-04-I7-ku-d evelops-sh50O0OO-ventilator-
prototype-in-war-on-covid-19/>; C/Sihanya, "A case of COVID-19 and malaria,,, supro nole 64.
rsr "Coronavirus: Kenyan boy who made hand-washing machine awarded" (2 June 2020, last visited 6 August
2020), online: BBC News <www. bbc. com/n ews/world-afric a-52898797>; C/ Sihanya, "A case of COVTD-19 and
malaria" , supro note 64.
rs2 Calestous Juma, "African health innovation systems: preface" (2010) 10:51 BMC lnternational Health and
Human Rights 11, DOI: < 10.1186/1472-598X-10-S1-t1>.
\s3 lbid.
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Irirst, there is need for IP and innovation econornic recovery, economic stirnulus, and economic

artd business restructuring in Africa. lP. technology, innovation and invcntion regarding

C'()VID-19 and health genelally carr bc acquired and pronroted through R&D. consensual

licensing and rranufacturirrg under licensc or govenlnrent use. subsidy. and other II) related

contpletrents and inccntir.'es. Sccond. Aliican states nrust pl'actice and engage in progressive

and responsive politics. govcrnance and iutegration driven by innovation and IP. And third.

thele is need to irrrprove 1he standards, quality. and relevant education, training, research,

ittnovatiotr and lrentoring ("ETRIM'') that is acccssible, inclusive, and IP- and technologl,-

cnabled or suppofled. African countries need ETRIM that will irnparl appropriate skills.

knorvledge, attitude, values and innovation ("SKAVI') u,lrile addressing IP health in the

COVID-19 context.

Considering the discussions irr the forcgoing sections. one of the key inccntives for joint and

collaborative researcl.t in Africa is conrpulsory licensing, u,hich is discussed in tl-re next section.

1.3 Conrpulson'licenses and governmcnt use

,Alticle 31 ol TRIPS Drovides for conditions that rnust be included in national larvs for the use

"of the subject matter of a patent u,ithout the authoriz-atiorr of the right holder, including use by

the governnteut or third parties authorized by the governnlent". This is thc cornpulsory license

attd goverttntent usc provision, the difference between the two being that "government use" is

t'e stricted to state's own exploitation ol the patent, u,hilst compulsory licensing extends to the

use by third panies. Conrpulsory licenses (including governnlent use) are "granted by an

adnrinistrative or judicial body to a third party to exploit an invention without the authorization

olthe patent holder".

Article 3l of TRIPS provides a series of conditions under which a corrpulsory license may

be issued:

(a) authorization olsuch use shall be considered on its individual merits;

(b) such usc ura\i onll' be pelnritted if. prior to such usc. the proposed user has rrade efforls

to obtain authorization frorr the rielrt holder on reasonable cornnrercial terrns and cclnditions

and that such eflbrts have not been succcsslul r.r,ithin a reasonable period ol tirne. This

requirenreut rnav be rvaived b1' a Menrber in llre casc of a national enlergency or other

cit'cutlstarrces of cxtrcrne urgcnc) or irr cascs ol public non-collntercial use. In situations of'
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national etnergency or otlrer circumstances of extreme urgency, the right holder shall,

nevertheless, be notified as soon as reasonably practicable. In the case of public non-

commercial use, where tlre govertrment or contractor, without making a patept search, knows

or has demonstrable grounds to know that a valid patent is or will be used by or for the

government, the right holder shall be inforrned promptly;

(c) the scope and duration of such use shall be limited to the purpose for which it was

authorized, and in the case of semi-conductor technology shall only be for public non-

comtnercial use or to remedy a practice determined after judicial or administrative process

to be ant i-co m petitive;

(d) such use shall be non-exclusive;

(e) such use shall be non-assigtrable, except rvith that part ofthe enterprise or goodwill which

enjoys such use;

(f) any such use shall be authorized predominantly for the supply of the domestic rnarket of
the Mernber authorizing such use;

(g) authorization for such use shall be liable, subject to adequate protection of the legitimate

interests of the persons so authorized, to be terrninated if and when the circumstances which
led to it cease to exist and are unlikely to recur. The competent authority shall have the

authority to review, upon motivated request, the continued existence of these circumstances;

(h) the right holder shall be paid adequate remuneration in the circumstances ofeach case,

taking into accoullt the economic value of the authorization;

(i) lhe legal validity ofany decision relating to the authorization ofsuch use shall be subject

to judicial review or other independent review by a distinct higher authority in that Member;

O any decision relating to the remuneration provided in respect ofsuch use shall be subject

to judicial review or other independent review by a distinct higher authority in that Member;

(k) Members are not obliged to apply the conditions set forth in subparagraphs (b) and (l)
where such use is permitted to renredy a practice determined after judicial or administrative
process 1o be anti-competitive. The need to correct anti-competitive practices rnay be taken

into account in detcrminirrg the amounl. of remuneration in such cases. Competent authorities
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shall have the authority to rcfusc ternlination ol authorization if and when the conditions

which led to such authorizatiorr are likely to recur;

(l) rvhere such use is authcrrized to perrnit the exploitatiorr o{'a patent ("the second patent")

rvhich cannot be exploited u,ithout infringing anothcr patent ("the Ilrsl patent"). rlre

lollowing additional conditions shall apply:

(i) the invention clainred in the second palent shall irrvolve ar1 irnportant technical advance

of considerable econorrric significance in relation to the invention clairned in the first paterrt;

(ii) the owner of the first patent shall be entitled to a cross-liccnce on reasonable terms to

use the invention clair:red in the second patent; and

(iii) the use authorized in respect of the first patent shall be non-assignable except with the

assignnicnt ol the second patcnt.

Tlre above extract fronr the TRIPS Agrcenrent lists l2 conditiorrs. These include article 3l (h)^s

provision that satisfactory rernuneration rnust be paid to the patent-holder paving consideration

to tlle "ecoltolnic value of the license". This nreans that such use is not free but is subject to

payment adjudged to be satislactory. One can anticipate that the sefting ofsuch rernuneration

rvould be contested by both sides. Another condition. worthy of some discussion, is article

3l(f)'s requirenlent that lhe n.redicines rnanufactured under cornpulsory license shall be

"plcdominarrtly for the supply of the donrestic nrarkct''. This linritation stops countries with the

requisite generic rnanufacturing capacity frorr exporting a significant amount of those gerrerics

to countries without generic nranufacturing capacity (usually developing countries or LDCs).

l'his limitation has since been nrodified by the "paragraph 6 solution" of the 2003 Waiver

Decision which has been adopted as an amendrnent to TRIPS, introducing article 3l bis for

those coutrtries who have accepted it.l5a The anrendrnent rernains open for acceptance until 3l

Decernber 2023.tss This rnodification has removed the lirnits on exports under compulsorl,

license to \\'TO rnernber stales with limited pharmaceutical products rnanufacturing capacitl,,

1s" Article 31bis was inserted by the 2005 amendment to the TRIPS Agreement and came into force after its
acceptance by 2/3 of WTO members: "Amendment of the TRIPS Agreement" (last visited 7.lune 2021), online:
World Trade Org a n ization: www.wto. orslenelish/tratoo e/trios e/amendment e.htm
rss WTO, General Council, Amendment ol the TRIPS Agreement - Eighth Extension of the Period for the
Acceptonce by Members of the Protocol Amending the TRIPS Agreement, Decision of 22 November 2021, wTO

https://docs.wto .orgldol2f e/Pages/SS/directdoc.aspx?filename=q:/Wr /! ff22.pdl&Open:True >.
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provided that the relevant rnernber states comply with stated conditions. It reqLrired that both

the exporting and importing countries issue compulsory licenses and advise the TRIPS Council

of the import and export. However. due to its cornplexity and cumbersorne nature it has only

been used once, by Rwanda and Canada. However, as of June 2022. only 27 African

countriesrs6 have accepted the 2005 WTO Decision that culminated in the TRIPS Amendment

wlrich came into force in2017.

Several African states have introduced compulsory license provisions into their domestic patent

laws and irnplemented thern. Examples of such states include Ghana. Mozambique, Zambta

and Zinrbabwe. who irnplemented them to provide HIV/AIDs rnedications.rsT

4.4 Exhaustion of Rights and Parallel Importation

The concept of exhaustion of rights entails that when an IP right protected good or service is

first sold. the IP rightsholder's right in controlling the further distribution of that good or

service ceases to exist.r58 It is exhausted and further distribution may take place without seeking

the IP rightsholder's permission. TRIPS article 6 reads:

For the purposes of dispute settlement under this Agreement, subject to the provisions

of Articles 3 and 4 nothing in this Agreement shall be used to address the issue of the

exhaustion of intellectual property rights.

Further. paragraph 5(d) of the Declaration on the TRIPS Agreement and Public Health, adopted

on I 4 Novenrber 2001 , reads as follows:

The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion

of intellectual property rights is to leave each Mernber free to establish its own regirne

1s6 Benin (2015), Botswana (2014), Burkina Faso (2017), Central African Republic (2014), the Congo (2017), Cote
d'lvoire (2018), Egypt (2008), Gabon (2017), Gambia (2020), Kenya (2015), Lesotho (2015), Madagascar (2017),
Malawi (2017), Mali (2015), Mauritius (2008), Morocco (2008), Niger (2020), Nigeria (2017), Rwanda (2011),

Senegal (2011), Seychelles (2016), Sierra Leone (2017), South Africa (2016), Tanzania (2016), Togo (2012),

Uganda (2010) and Zambia (2009).
rs7 Vawda, Y.A. 12022). Compulsory Licenses and Government Use: Challenges and Opportunities. ln: Correa,
C.M., Hilty, R.M. (eds) Access to Medicines and Vaccines. Springer, Cham. https://doi.orel1o.1007/978-3-030-
8311 ,1 3 pp 73 - 104 at p. 79
rs8 Frederick Abbott, "Parallel lmportation: Economic and social welfare dimensions" (June 2007), online (pdf):
lnternotionol lnstitute for Sustoinoble Development <www.iisd .org/pdt/2O0T lparallel_importation. pdf>; Enrico
Bonadio, "Parallel lmports in a Global Market: Should a Generalised lnternational Exhaustion be the Next Step?"
(2011) 33:3 European lntellectual Property Review 1.53.
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lbr such exhaustion without challenge, sub.iect to the MFN and national treatrnent
provisions ol Articles 3 and 4. I

c'onseqtrcntly. eaclr I'ltlPS trenrber statc can sct its ou,n exhaustion r.egime. This r.egirne rhcn
Ihcilitatcs parallel irrportation. Parallel irnportation is the purchase ola goocl or service in one
territory therr itllporting thern into anotllcr'. Thc IP rightsholder cannot stop such further
distlibution/inrportation after the exhaustion of rights.

ln this regard. there are 3 types ofexhaustions. First, lP rights are exhausted under the National
exhaustion of rights with the first authorized disposition of the product rvithin the country. A
foreign sole does Irot exhaust IP rights in the domestic jurisdiction and lp rightsholders can use
lP Iiglrts to control the first sale in each jurisdiction that follou,s a principle of national
exhaustion.

Secorrd' rvhere the regional exhaustion principle is in place, Ip rights are exhausted once the
product is first sold in the region. For exarnple. if a rcgional econonric corrrnunitl applies t5is

would be particularly useful in the distribution of rnedicines for example. In Africa, OApl has
adopted the principle of regional exhaustion.t5e

l'hird, as for the international exhaustion of rights, lP rights are exhausted within the

-iurisdiction tvith thc first authorized disposition of the product anywhere in the world, po rnatter
wherc the fir'st sale took place. IP rightsou,ners cannot exercise dornestic Ip rights to l.estrict
the inrportation of those products. The doctrine of international exhaustion adopted by a

Ittrtnber of countries such as India and recently the United Statesl60 gives greater weight to
consurnel rights to cotrtrol resale ofa protected product that was placed on the rnarket in onc

-iurisdiction by or r'r'ith the authority of the IP rightsholder and imported inro another jurisdiction
through a distribution cha,nel that *as not authorized by the Ip rightsholder.

rse lrene Calboli, (2022). tntellectual property Ex
and Crittcal Review. ln: Correa, C.M., Hilty, R

htt doi. o r 10. 1 07 97 030 83

haustion and Parallel lmports of pharmaceuticai
.M. (eds) Access to Medicines and Vaccines.
pp 31- 71. at p.35.

lnternotionol, 581 US I l2}t7)
89_ebfj.pdf).

4-1 2

s:A Comparative
Springer, Cham.

(available at
160 lmpression products v Lexmork
www. su premecou rt.gov/opinions /1,6pdt /75_lL
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Exlraustion

regint e

When rights are exhausted Parallel importation

Nation a I

exhaustion

When goods ol' services are first sold

within the llational territory.

Not pennitted

Regional

exhaustion

When a good or service is put onto the

rnarket within any country of a defined

region, e.g. thc African Union or a

Regional Econornic Cornrnunity.

Permitted, but only with

respect to goods first placed

on the market within the

regional territory.

International

exhaustion

When a good or service is put onto the

nrarket anywhere in tlre world.

Permitted with respect to

goods or services lawlully

first placed on the market

anywhere in the world.

Source: adapted fronr Abbott, 2007,p5 t6l

This makes the twin concepts of exhaustion of rights and parallel importation a very useful

public interest tool to deliver goods or services to territories. For instance, under regional and

international exhaustior: regimes, wlrere certain life-saving rnedication or educational materials

are not available at all or at an affordable price in country A, it would be possible to go and

buy them fi'orrr country B, and then inrport thern into country A. In some cases where the law

did not pernrit such action at the tirne it was taken, it served as a catalyst for policy and

legislative change. r62

A regional or international exhaustion regime would be highly beneficial for the African

continent as it would enable the irnpo(ation of needed goods.163 For instance, during the

16r Abbott, supro note 129 at 5.
162 Treatment Action CampaiBn in South Africa and the introduction of Medicines ond Reloted Substonces Act lS
Afr), No 101 of 1965, s 15C.
163 Brook K Baker, "A Full Description of WTO TRIPS Flexibilities Available to ARIPO Member States and A Critique
of ARIPO's Comparative Study Analyzing and Making Recommendations Concerning Those Flexibilities" (2019),

onlin e (pdf): <kelin kenya. orglwp-content/uplo ads/2OL9/05/ ARIPO-Mem ber-States-obliBations-an d-
flexibilities-under-the-WTO-TRIPS-Agreem ent-March-2019. pdf>; Ermias Tekeste Biadgleng, "TRIPS Post-Grant
Flexibilities: Parallel lmports" (Workshop delivered at the United Nations Conference on Trade and
Development, Cape Town, 7-9 December 2009), online: <tra lac.orglimag es/docs/4755/biadgleng-pa rallel-
imports-presentation.pdf>j Rajnish Kumar Rai & Srinath Jagannathan, "Parallel imports and unparallel laws: an

examination of the exhaustion doctrine through the lens of pharmaceutical products" l2O12l 27 l lnformation
& Communications Technology Law 53, DOI: <10.1080/13500834.2072.644692>.
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covlD- l9 pandemic it wotrld facilitate the irnportation of rnedication and persorral protective
eqLriprrterrt by sorne Afi'ican states lor [urther internal distribution within the continent. -lhe

lollor'ing Aliican statcs ha'c adoprcd the p'i.cipre o|intcrnati.,al adoption.r6r

Ilotsri atta ection 25( I ) Industrial Propert-y Act, 2010S

[] Lrrr.rnd i 7 Industrial Propcrty l_aw. 2009Art .5

L-g1'pt Art l0 Larv on the protection of Intellcctual properry rights, 2002
Chana Sectiorr I l(4) I)atents Act, 2003

Kenya ) lndustrial Property Act, 2001Section 58(2

I- iberia

Namibia (l) Indusrrial Property Act.20l2

Section l3.l I (b) Intell cctual Ploperty Act, 2016

Section 43

Scychelles atcnts arrd lndustr.iai Design Acr, 20 l2Section l9 I,
Sierra Leone Sectiorr 23(l)(a) I)alcnts and I ustrial Design s Act.20l2nd

Zanrbia Section 76 Paterrts Act No 40.2016
lanz.iL'tar

ct aptera en s

Section I l(a)(a)(i) Ind ustrial Property Act No.4, 200g

t& Calboli supra note j.59, pp 52 -53
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APPENDIX l: List of African Treaties, Conventions and Agreements
- ARIPO (1976) Agreetnent on the Creation of the Af ican Regional Intellectual

Properry organisarion, adopted by the Diplomatic conference, at Lusaka, zanbia

ARIPo (1982) Protocol on Parenr and Industrial Designs within the Frantework of
the Af ican Regional Indtrstt'ial Property organization, adopted at Harare, Zirnbabwe

ARIPo (1993) Banjul Protocol on Marks within the Fromework of the A"fi.ican
Re gional Industrial Properly organization, adopted by the Administrative council at
Banjul, The Gambia.

ARIPo (2010) su,akopmund Protocol on the protection of rraditional Knov,ledge
and Expressions ofFolklore y,ithin the Framey,ork ofthe African Regional
Intellectual Property organizarion, adopted by the Diplornatic conference of ARlpo,
Swakoprnund, Namibia.

oAPl (2000) Ag'eement ro Rcvise the Bangui Ag'eement on the creation of an
Afi'ican Intellectual Properqt Organisation of 2 March, 1997, Bangui,24th February

oAU (2000) A,f ican Model Legislationfor the protection of the Rights of Local
comntunities, Fornters and Breeders, and for the Regulation of Access to Biological
Resom'ces, Addis Ababa, Ethiopia.

oAU (2000) Conference on securiry, stability, Developntent and co-operation,
AHG/Dec. 175 (XXXVIII).
oAU (2002) African lfiodel Lcgislation.for the protection of the Rights o.f Local
Communities, Farmers and Breeders, and for the Regularion of Access ro Biological
Resources, Addis Ababa, Ethiopia.

oAU (2002) A.frican (Jnion Dcclaration on the principles Governing Democralic
Elections in A.ft"ico, AHC/Decl.l (XXXVIII).

SADC (2012) Drafi Protocolfor the Protection of New plant varieties of planrs
(Plant Breeders' Right,s) in the southern African Detelopment community, caborone,
Botswana.
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APPENDIx 2: List of International rreaties, conventions, and Agreements
- FAO of thc Unitcd Natiotrs (2004) International Trertty on Planl Gene tic Rc.yource.s

./itr litotl rtnrl .'lgric.ullur.c ( I'l'l)Cili.l:A)

UN (1992) Conventiort on Biologic.al Diversitl,.l-reary Series. 1760 UNTS 79: 3l
ILM 8I 8

UN (201 0) Na.go),o Protocol on Ac'cc.ss lo Genetic I?esorrrt'es rrrul the Fair arul
Iiquitnhlc Sharing of Bene.fir.r lri.sing.fiom their Lltilization aclopted by the
Confcrcn<:e o.f the Porties to thc (.'onvention on Bictlogic'al Ditcrsity,
UNP/CBD/COPIDEC/XII.

UN cerreral Assernbly (1984) Charter of the Economic Rights and Duties of stare.s,
A/RES/39/ 163

UN ceneral Assernbly (2000) Llnite d Notions Millennittm Declarotiott. Al55ll..2

WIPO (1886) Berne Cont'e nliott.for lhe Protection ofLiterury ttntl Artistic l|/orks,
Septerrber 9. I 886. last revised .luly 24, 1971, 828 UNTS 221 .

wf Po ( I 891) lr4adrid Agre emcnl on the Internationol Regi.ttration of Mark.s, 82g
UN'IS 39I

wlPo (1925) Hogue Agreetnenr on the Internatiotlal Registration of Inclustrial
Designs, T4 LNTS 289.

wlPo (1961) International Cont,ention for the Prolection of Nev, l/arieties of plants,

[2000] ATS 6/33 UST 2703t81s UNTS 89.

\\/lPO ( 1970) Patent Co-ope ration Treet.\', TIAS 8713; 28 tJST 7645;9 Il_M 97g

WIPO ( I 973) Itienna Agreeme nt Estubli.shing an Intcrnetionol Clussi/icution o/ thc
f-igurtr/ive lilentent.s ol \,futrks. l86l t rN-fS 317.

\\'lPO ( I 994) l'rode Mark Latt, Trcart.. 0l 101 2100
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UNESCO (1952) Unirct'sal C-opl,right C'onvenrion,25 UST' l34l ;TIAS 7868, 943
UNTS I78-
WIPO (1883) Parrs Cont,enrion./br the Protection of Indtr.striol properh,.2l L_rS'I
r583. 828 UNTS 305.

wlPo ( I 957) Nice Agreentent Concerning the Inte rnutiottul Cla.ssification of Goocls
ortd Sen,ices.for the Purpose.s o.f the Registration o.f A4arkr, [1979] ATS 2lll54
UNTS 89/23 UST I336.



WIPO (1996) Copyright Treaty,S. Treaty Doc No 105-17 (1997);36 ILM 65 (t997)

WIPO (1996) Perfornrance and Phonogroms Treaty, CRNR/DC/95.
WIPO (2006) Singapore Treaty on rhe Lav, o.f Trademarks, [2009] ATS 9

WIPO (2012) Beiiing Treaty on the Protection of Audio-visual Pet-/ormances, adopted
by the Diplornatic Conference on the Protection of Audiovisual Performances in
Berjing, on June 24,2012.

world conservation Union (1973) Convcntion ort International r'ade in Endangered
Species (CITES). March 3, 1973,993 UBTS 243, 27 UST 1087, TIAS No 8249, 12.

WTO (1994) Ag'eement on Trade Related Aspects of Intellectual Property Rights,
1869 LINTS 299 33lLM I 197.

WTO (2005) Amendment ro the TRIPs Agt eement. WT/Ll64l .
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APPENDIX 3: Sanrple of a non-disclosure asrccnrcnt to protect intellcctual property
rights in collaborativc researclt. 16s

.,,.:..,......... , [a company duly incorporated and validly existing
under thc laws of the Republic of . . . . . . . . . . . . . . . . . ] 1o ,..r.u."li and developrncnt instituti
established by a staturory instrurnent in the Republic of ... . . .. ] and *ior" regisrered
olfice/prrncipal place of busincss is situated at ..... ........ in the l{epublic of. (hereinafter called "tlre Conrpany,'/"111e Institute,' Iwhich expressiorr
ri'herc thc context adnrits shall include its assigns. successor.s in title). ofihc opc part

NON-I)ISCLOS UItE r\Gltl.ItMIINI'

I'HIS N()N-DIS CLOSURIi AGIi.EIiI\IENT is rladc thc da), of

I]E'I'\\,'IIiN

,\NI)

. Ia public lirrrircd I iab ilit,\, conr pan\ (lLr lf incorporatecl
a rescarch and

and validly existins urrder the lan,s of the Republic ol
opnletl ts Ll e es rs y a statutory tstruIICltt rn t he Republic ofe

[and u,hose registered address/prirr cipal place ofbusiness is situated at in the
RepLrblic ol' (hereinafler referred to as "thc Prospective Collaborator.,'
u,hich expression wlrere the context so adrnits shall include its assigrrs and successors in
titlc), of the other part

\\/IIEII,F],AS

A Thc Conrpany [the Institute] is engaged irr research, developrrent rna'ufacture.
distribution and sale ol pharrnaceutical products in the 1'erritorl;;

1'he Prospeclive Collaboratol is also engaged in research, developrrent nranufacture.
distribution and sale of pharrnaceutical products in . . . . . . (name of countlt).:

The cornpany [1he Institute] and the prospcctive collaborator are dcsirous of
entering into all agreemetrt that would provide for their collaboration in joint research
and.developnrcnt of phannaceutical products and the protectio, of th!ir respective
intcllcctual propert)' rights owned by thcm or arising frorn such collaborarion;

Irr older to allou,the Parties to make an infornred decision regarding the collaboration
agl'eelllellt' tlre Parties are prepared to disclose confidential inforrnarion to each olher
so that the joint researclr and collaboration agrcenrent in joinl research can bc
successfirlll, concluded ("thc per-nrittcd purposc,'):

I]

C

D

16s The draft agreement was prepared by Mr. Muzondi Chirambo
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E. The Parties recognise that unauthorised disclosr.rre or use of the Confidential
Infornration could cause the Parties cornrnercial harm and, therefore, they are willing
to enter into a non-disclosure agreement in accordance with the provisions of this
Agreement.

NOW IT IS AGREED as follows

I DIiFINITIONS

In this Agreerrlent, unless there is something in the subject or context inconsistent
therewith, the following expressions shall have the following meanings:

l.l "Af/iliate" means, with respect ro any entity. any other entity controlling, controlled
by or under comlnon control therewith, and, without any derogation from such a
definition, with respect to with respect to each of the parties, shall mean the
companies listed in the Schedule to this Agreement;

1.2 "Agreemerrl" means this docuurent and any schedule hereto as amended from tinre
to time in terurs hereof;

1.3 "Confidetilial Inforntalrort" means any inforrnation of a confidential nature. rvhich
has been. or Inay be obtained directly or indirectly by one Party hereto from the other
Party hereto, whether in writing or in electronic format, or pursuant to discussions
held between the Parties, or which can be obtained by examination, testing, visual
inspection or analyses, including, without limitation a party's Know-How, all
materials, technologies, inventions, information relating to a party,s past, present and
future research and development or to a party's business activlties, opportunities,
products, services, clients. suppliers, or to a party's technical knowledgl, including,
without linritation, all such Party's trade secrets, as well as the terms and conditioris
of this Agreenlent, any infornration identified as confidential, and any other matcrial
which contains or otherwise reflect, or are generated or derived from any such
infornration as is specified in this definition;

1.4 "Disclosittg Party" nreans the Party to this Agreernent that discloses confidential
Inforrnation, directly or indirectly, to the Receiving party under or in anticipation of
this Agreement and the Collaboration Agreement in Joint Research;

1.5 "Effective Dale" rneans the date specified as such on the cover sheet faililg which
it will be the Signature Date;

1.6 "Inrprovement" rneans any improvement, enhancement, alteration or modification
to or of the Intellectual Property or confidential Information of one party wholly or
partly developed by the other Party pursuant to or in the course ofthe pro.iect;

I .7 " Intellectuul Proper4' rreans anv and all intellectual property rights of a party
including without linritation, patents. utility models, plant breeders' rights, industria
design, trade rnarks (whether registered or otherwise). traditional medicina
knorv ledge and genetic resources. copyright and all similar and related rights in all
j urisd ictions that grant similar rights as the foregoing, and the right to apply lor
registration of anv of the foregoin
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1.8 "Informutiorl" nreans but is not limited to information and data, whether concerning
cornrrelcial. financial. tcchrrical or an), nlattcr rvhatsocver providcd dircctll, gr
indircctll, b-r' thc Disclosing partv to thc Rcceiving part1, oralll, or. i1 docunrenlary,
Ibltn or by u'ay of Ittodels, including biological or chernicai nrarcr.ials. or othcr
tangible fbrrtt or by dertronslrations and whcther belbre, on or aitcr thc date ol'this
Agree nt e nt:

l '9 "Joinl Research and Collttboroliott Agrecmenl" nreans tlrc collaboration agreenlent
lbr.ioint rescalch anticipated by this Agreemcnt:

l . l 0 " Know-How" r.eans any a,d ail corcepts. ideas, methods. lnethodologies,
pt'ocedures, processes, know-how, formulae, techniques, models (including, wittout
linritation, function. process, systenr and data nrodeis), clinical test data, Gmplates,
business rulcs' product architecture. utilities and routines; and logic. coherence and
n]elhods of opelatiorr of syslerns that a Party has created, acquired or otherwise has
rights in;

l' l I "ZnJs" trteatrs all losses, liabilities. darnages and clainrs. and all related costs
and expenses (includirrg legal lccs al an attorney and or.r,n client scale and
disburse.rerts and costs of investigation. settlernent, intcrest and penalties):

|.t2 'Porlie s" nreans the Com thc Insriture and tltc
o lt orator

I .li "Purt-y" rleans eithe r one of the partiesl

l.l "Perntiiled Purpose" has the nteaning given in Recital D above;

l.l5 "Pcrsonne[' nlealts any dircctor, enrployee, student,
contl'actor or olher representatiYe ol'an entity;

I lq .. "Rcce iving Porr.vt' -g^r"ts the party to this Agr.eernert that rcceivcs
Inlblrrration. dircctl5, or. indirectlv. fi.onr the Disclosing part!:

l.l7 "Signoture Date'
signing last; and

nreans the date of signature of th is Agreentent by the parry

2. INI'E,IIPR ETATION

agcnt. consultant.

2' l 
.Unless otltcrwise specificd, rvords irnporting the singular include the plural. ra,ords
inrporling a,y gerrder i,crude evcry gender,-and wofus irnporting p.rron, incrudes
bodies corporate and unincorporatcd and (in each case) ,,ici rerri;'

2'2 lleferenccs to Clauses and other provisions are relerences to Clauses and other
proYisions of this Agreenrcnt and arry rclercnce to a sub-provision is, ullcss
.theru'ise stated. a rele'ence to a sub-pro'ision of the proi,ision in w,hich the
lclerence appcars.

2.1 'l'hc headin s shall not al'['ec1 thc inter retation ol this A ICClnent
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This Agreenrent shall comnrence on the Effective Date and be for a period of $E(t) YEAR or until it is superseded or replaced with the Joint Research and
collaboration Agreernent or any fonnal agreement concluded between the parties
supersedi ng this Agreement.

4. CONFIDENTIAL INFORMATION

4.I Confidentialitv ob lisation

The Receiving Parly must treat and hold as confidential all Confidential Information
which they rnay receive from the Disclosing Party or which becornes known to it
during the terrn of this Agreement.

4.2 Use of Confidential Information

The Receiving Party nray disclose the Disclosing party's confidential Infornrarion
to its Personnel who are actively involved in the Project on a"need to kttow basis"
only, and such Personnel rnay be permitted to use such confidential Inforrnation to
the extent reasonably necessary for the pursuit ofthe project only.

4.3 Inrn roYenrents

If a Party creates any hnprovement, such Pany shall prornptly inform the other party
of suclr Inrprovement. No Party nray register or apply for the registration of any
Intellectual Proper-ty right with respect to any Improvement (including without
Iirnitation under patent, utility model or design) without the prior written consent of
thc other Party.

During the Ternr of this Agreement, the Receiving Party undertakes to the Disclosing
Party to:

5.1 hold the Disclosing Party's Confidential Infolrnation in the strictest confidence and
shall not disclose suclr inforuration to an thircl a11

10

2.4 The expressions " hereunder", " herelo" , " herein", " hereof, and similar expressions
relate to this entire Agreement and not to any particular provision thereof.

2.5 Any undertaking by any of the parties hereto not to do any act or thing shall be
deenred to include an undertaking not to permit or suffer the doing ofthat act or thing.

2'6 References to this Agreenrent or any document shall, rvhere appropriate, be
construed as references to this Agreement or such other document as varied.
supplemented, novated and/or replaced in any manner from time to time.

3. 'I'ERN{

5. UNDERTAKINGS OF THE RECEIVING PARTY



5.2 not tnakc use thereof other than for the perlorurance ol its obligations undcr the
A qleemen t:

5.-i orrll'relcasc sttclt Confidential Infonnation on a"necd to fuloru" basis su[:ject tfiercto
that the pcl'solts to whom suclr Clonllderrtial Inforrnation is rcleascd shall urrdcrtake
to be bor-rnd b1, the conlidcntial it), obl igations containcci herein;

5.4 take all leasonably tlecessar)/ plccautions to ensure that such unclertaking is cnlorced
and is enforceable and take such action as to ensure that confidence (rvhich it
ttndertakes to ettforce and for rvhich it is legally responsiblc) to tltose of its Personnel
as need to have access tltercto rvholly necessarily and exclusively lor the purposes of
the Pro.iect whose identity the Rcceiving Party shall plovide to the Disclosing Party
at their request:

5.5 ensure that patentability ofany invention or innovation that rnay the subject rnatter
of the Confidential Inforrnation is not destroyed through rnaking inlorntation
available to the public. such as b1,u'ritten or oral descrilttion:

5.6 use the Corrfidential Inlorntatiorr only for the perntiucd purpose;

5.7 onll' disclosc tlre Confidential Inlorrnation under binding obligations. ri,irhoul the
Disclosirrg l)art1 's prior rr tittert consent. an), coulnrcrcial use ol or makc arry

of the intellectual propcrty corrtaincd in the Confidential Inforrnation;

5.8 promptly notify the Disclosing Party if it becorles aw,are thar any of the Confidential
lnfornration falls rvithin the provisions of Clause 7.

6. t'ttl. RECII\/ING PAIITY'S OI]LIGATIONS

'l'he t{eceiving Party agrees that in order to protect the conrrnercial interests of the
Disclosing Party in thc Disclosing Party's Confldential Infbrmation, unless the
Disclosing Parry has expressly agreed other*,ise in writing. the Receiving party shall
llot and shall ensure that its Personnel does not, during the Terrn of this Agreement.
use or disclose any Confidential Infonnation of the Disclosing Party other than as
allorved in tenlrs hereof. without lirniting the aforesaid, the Receiving party shall:

6.1 Notify the Disclosing Party to the extent possible ol all persorrs to whorn the
Disclosing Party's Confidential lttfornration is to be disclosed or who are to be
granted access to the Disclosing Par11,'5 6n,.rlidential Infbrnration befor.e rhose
persoils are perrritted access to the Disclosing Partv's Conlldential Inlorrnation:

6.2 Procure that. upon request by thc Disclosing Part1,. any rraterials containing
confidential Infornration of the Disclosing part1, r.vill be rerurned or orherr.r,ise
disposed of'as the Disclosing Partv rnav direct;

Initiate interrral securitl,procedurcs. i{'tlrc sarrre are n
turrauthorizcd <lisclosure arrd rvill take all rcasonablc

ot already in
stcps to irn

place. to prc\/ent
press upon those

o.J
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Personnel who need to be given access to Confidential lnforrnation, the secret and
confidential nature thereof; and

6.4 Prornptly notify the Disclosing Party if it becomes aware of any breach of confidence
iu respect of Confidential lnformation of the Disclosing Party by any person to whom
it has disclosed such Confidential Information and to the extent possible. give the
Disclosirrg Party all reasonable assistance in connection with any actions and
proceedings which it may institute as a result.

7. EXCEPTIONS

7.1 has been lawfully in the public domain at the tirne of disclosure or subsequently and

lawfully becomes part of the public domain by publication or otherwise:

7.3 is provided to the Disclosing Party by a third parly in circurnstances where there is
no reason to belieye there are confidentiality obligations;

7.5 subsequently becomes available to the Receiving Party from a source other than the
Disclosing Party, which source is lawfully entilled without any restriction on
disclosure to disclose such inforrnation;

7.6 is independently developed by or on behalfofthe Receiving Parly; and

7.7 subsequently beconres available to the Receiving Party from a source other than the
Disclosing Party, '*,hich source is lawfully entitled without any restriction on
disclosure to disclose such information.

Unless otlrerwise agreed in writing, no right or license is granted to a Party or its
Affiliates in respect of the Confidential Information or Intellectual Property of the
other Party. Each Party acknowledges that the Party from which the Confidential
Information and Intellectual Property originates shall, remain solely entitled to all
right, title and interest in and to such Confidential lnformation and Intellectual
Property and that it has no claim of any nature in and to such Confidential
Information or Intellectual Property or in respect of any of the Know-How pertaining
thereto. Each Party undertakes that it shall not take an1'action to impute any right,
title or interest in and to the other Party's Confidential Infornration or Intellectual
Propertl,.

80

The obligations of the Receiving Party hereunder shall not apply to any inforrnation
which:

7.2 subsequently comes into the public domain other than as a result of a breach by either
party of the terrns of the agreement;

7.4 has been lawfully in the Receiving Party's possession prior to disclosure;

8. RETENTION OF IUGHTS



9 l Should an\' rrnauthorised criscrosLrre take pracc, thc Discrosing part1,shall trc cntitrcd
by rVlittert trotice to thc llcceiving Party to ternrinate all 

*oblig:rtio,s 
to provide

Confidcntial Infornration to rhe Reccivirrg part1, u,ith intrnediat. j.f.".t.

9 2 l'his Agrecrnent n'ra) .ot bc terrrrinated save by either of the foilorvirrg:
?? I rvrirtcrr agree.lrent betrveen thc parries to terrninate this Agreerneri;
9 2 2 expiry of the term 01'this Agree,ent in accordance u,ith irause 3.0:9.2.3 closure olthe tra.saclio, to *,hich this Agreernerrt r.elates; or9'2'4 replacenrent with thc Joint Research and Collaboration Agreement anticipared by

and superseditrg this Agreenrent or any forrnal agreemeniconcluded betrveen the
Parties superseding th is Agreement.

9.3 Upon tcrnri,atiorr of this Agreenrcnt. irr the event rhat the Receiving party is irr
breach of an1' olthe conditions of this Agreement. and at any otlrer time Jn rhe u,ritten
reqresr of the Disclosing party, the Receiving party wiil irnnrediatcly return the
conlldcrrtial Inflo'nration and an1, copies of it rnade by or in the poss'ession ol or
r'rnder rhe conlrol of the Rcceiving party pursuant to rliis Agreernent, and rnakc r.rofurlher use or disclosure of an1, of the confidential Informirion. If ihe Disclosing
Partl st'r dictates. the Confidential Infornration shall be destroyed under the above
c itc U nt sla ltc cs.

9. IIETURN OF'CONI.'IDIiN TIAL INI'OIIM A'I'ION

AI )/ lnay. rowever, eep one copy o e Disclosing Party 's
Confidential Inlbrnration in its legal adviser's files solely for the purpose ofenabling
it to conrpll, with the provisions of this Agreernent

IO. LIMITAI' ION OF TIIAN SFEITIII'D It IGIITS

l0 t

oth
Dis
Cor
the

t0.2

. 
'lhc Receiving Pa(l,acknowledges and agrees that the propcrty, copi,right or

e. intellecrual property'ighrs in confidentiailnformarion aisctosla to i u"1 tt-,.
closing Party, includi.g any docunrents, files and anv other iterns containing any
rfidcntial lnfbrrnation. belong to the Disclosing party. It will not be rernoved-fr.orn
Receiving Party's address nor be given to any othei person or parties.

This Agreement shall neither prejudice nor lirnit the rights of rhe Disclosing
r respect of any intellectuar property rights in the confidential Inforrration.

t0.i

r0.4

Partv il

or Il'ans
consent

I icerrce

Confid

Except as provided for in this Agreenrent the Receiving party rnay not assig,
fe' an1' rights or obligations under this Agrecment rviirrout itr" p,-io, *,rittE,.,
ol' the Disclosing Par11,.

This Agreement is not to be construed as grarrting the Receiving party any
or rights other than as expressly set out in this Alreemerrt in respect or trre

cnt ia I Inforrration.

I l. wAIl ITANTY AS TO 1'IIEACCT]RAN CY AND COMPL ETENI'SS BY

ol

DISCI,OSING PARTY



The Disclosirrg Party warrants to the Receiving Party that the Confidential
Iuforrnation disclosed by it under this Agreenrent is, to the best of its knowledge and

belief, accurate and cornplete.

l2.l This Agreernent can be terminated by either Party by giving the other THREE
(3) MONTHS' [SlX (6) MONTHS'] notice in writing.

12.2 Notwithstanding any such terrnination the Parties agree that each party shall
observe its obligations under Clauses 4, 5 and 6 of this Agreement.

l3.l Every notice required or contemplated by this Agreement shall be given in
writing and:

I 3. I . I if delivered by hand, be effective when received with receipt
confirmation, or

13.1.2 ifsent by prepaid courier services, registered or certified rnail, be effective on the
day it is officially recorded as delivered by return receipt or equivalent, or

13.1.3 if sent by facsirnile effective at 10.00 a.m. with receipt confirmation, be effective
on the business day after the date ofdispatch where business day means a day on
which the banks are opeu in the location to which the notice is sent and the tirnes
are those in that location, or

13.1.4 if sent by electronic mail, be effective when acknowledged by the answer back
of the addressee's electronic rnail system.

13.2 A notice sent by facsimile or electronic nrail shall be validated by letter sent

by prepaid courier service, registered or certified mail and wlrere documentary
evidence exists that a confirmatory letter was dispatched non receipt of that letter
does not invalidate the notice sent by facsimile, e-mail or tclex. In each , intended at

its last known address as stated herein, (which includes an electronic mail address,

and/or facsimile number) or at such other address as the intended recipient shall have

designated by written notice.

,l3.3 All notices shall be sent to the Parties herein at their following
addresses:

Correspondence
E-nrail
Attent ion

12.3.2 For

Corles ondence

(insert name of Prospect ive Collaborator)

I2. TERMINATION

13. NOTICES

12.3.1 For.:_:-:-:.:..---:.:-(insert nante of the Contpany or Instilule):



l'.rla il
A ttent io n

I5. I)ISPU 1'1,]rr,lSOLUI'ION

I-hc validiti'. construction and perlorrlance olthis Agreenrcnt shall be governed b).
larr s of the ILepublic of ... . ......

l5 l- Any dispute arising out of or in connection with this Agreenrcnt rvill in the
first irrstatlce be ref'erred to the Parties' Representatives for discrission and resolution
within twenty-one worting (2r) days of a party notifying the other of the dispute. If
the dispute is trot lesolved at that level, tlie dispute will be referred to the level of
chief Executives of the parties who urust rneet within fourteen I l4] working days ofthe refere,ce to atte,pt ro resolve the dispute. Each party shall appoinr a
representative for th is purpose_

I-5 2 Each palty rvill trse all reasonable endeavours to reach a negotiated resolution
through the above dispute resolurion pr.ocedure. The specifiJ forr,at for such
resolutiotr rvill be left to the reasonable discretion of the rcievant managelnent level
btlt lllav includc the preparation and subrrission of statenrcnts of lact or:ofposition.

lspu e ts not reso al. t e lneetlng o l- thc levcl of Clricf E xecut ive s.
tlren either pany tna)/ (at such nteeting or within fourteen I l4l days of its conclusion)
request that the dispute be referred to arbitration by a single arbitrator 1o be agrecd
betu,een the Parlies or, failing agreem ent. within 14 days by an arbitrator to be
appointed at the request of any party u rrder the arbitration laws of the Republic of

hav ing due rcgar.d ro any reprcseltta t ion s nrade to him as to the
appropriate qualifications of such al.bitralor. The arbitration shall take placc at.. ............ in the Republic of .. . and shall be in accordance with rhe
arbitration Iaws of that country.

c

I 5.4

Clause

I6. GIIN RAI,

l6. r E,lr tirc Agrccnrcnt

16.2 Va riat iorr

lr*o antendtnctlt or ntodification to this Agreenrent shatl be clfective unless in writing
and signed bt, authorized signarories of both parties.

Any dispute not resolved in accordance with the preceding paragraphs of this
shall be subject to the exclusi'e jurisdiction ofthc courts of the Repubric or

......... to u4rich the Parties to this Agreentent subnrit.

The Agreenrcrlt constitutes the entirc agrecntent betrveen the Parlies in respect o('the
sub.iect Iratler thereof attd no agrcenrents. rcpresentations or warranties between lhe
Parties other than those set out thcroin are binding on the parlies.

o.l

i{. (;OVE,IINING LA\\'



16.4 Non -C ircu mven tion

Neither Party, without the prior written consent of the other Party, shall have any
discussions. correspondence, or other contact with any employee. director,
representative or agent, ofthe stakeholders introduced by the other Party. This Clause
survives until 24 months after the terrnination of this Agreernent.

16.5 Third Parties

Except as provided in clause (nurnber), this Agreernent does not create any right
enforceable by any persor: u,ho is not a party to it ("Third Parry"). but this clause
does not affect any right or remedy of a Third Party which exists or is available by
virtue of any other written larv of the Republic of .. .. ..........

t6.6 Damagcs

Each party agrees tllat money damages would not be a sufficient remedy for any
breach of this Agreement and that each party will

be entitles to seek equitable relief, including injunction and specific
perfornrance, in the event ofany breach of the provisions ofthis Agreement, in

addition to all other remedies available at law or in equity, but excluding any indirect,
consequential or punitive

damages.

I

2

I

2
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16.3 Waiver

No latitude. granting of time or forbearance of a Party hereto regarding the
performance of the other Party shall constitute a waiver of any term or condition of
this Agreernent and no waiver of any breach shall be a waiver of any continuing or
subsequent breach. No waiver shall be effective unless it is expressly stated in writing
and signed by the Party giving it.

IN WITNESS WHEREOF the Parties, through their duly authorized representatives (who
hereby covenant with each other that each has due power and authority to so do), have
hereunto set their hands and seals the day and year first above written.

THE SCHEDULE

PART ONE
LIST OF AFFILIATES OF THE COMPANY ]THE INSTITUTEI

PART TWO
LIST'OF AFFILIATES OF THE PROSPECTIVE COLLABORATOR
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