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As part of the EU-funded project on Research Management (RIMI4AC), we have developed a Best
Practice Manual that will provide an overview of what is generally regarded as best practice for
research contract management at Stellenbosch University. We believe that this manual will also be of
value to the wider higher education community.

According to an international survey regarding contract management, contractual risk assessment is
recognised as a major area of concern and is seldom a reliable process. In addition to this, insufficient
human resources and systems were identified as two major obstacles to effective and efficient contract
management. Another concern is that most institutions do not know what the cost penalties within the
contract involve, or what the potential exposure to legal liability is.!

This manual considers the pillars of effective research contract management, including compliance,
risk assessment, human resources and finance-related issues, and clarifies the roles and
responsibilities involved in each, to ensure effective research contract management.

" Temkin S [2004) Put it in writing - and then manage the contract. Business Day, October 25.
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Collaboration with external industry partners and other research institutions, either within the
framework of research projects or grants, or through the provision of scientific services, is a very
effective way for a university to create and/or transfer knowledge, technology and expertise. Industries
benefit, not only from the use of the university's facilities and access to intellectual property (IP)
created specifically for them, but also from the fact that innovative outputs increase their competitive
advantage. The university generally benefits through publication rights and the training of highly skilled
human resources, as well as the development of commercially beneficial innovations. Applying the

full economic cost principle further allows the university to recover the greater proportion of the true
costs of the research which provides sustainability for on-going research activity, including on-going
investment in research infrastructure.

It is advisable and usually necessary to enter into formal agreements or contracts with industry and
with public and private organisations that support scientific research. These contracts are legal
agreements between the client and the university (legal person/entity) through which the university (via
its researcher) agrees to conduct research under the specific conditions set out in the contract. The
client usually funds a specific project rather than a broad area of research; requires progress reports
on specified dates; requires that the research project be completed on the agreed date and often would
like to protect IP arising from the research. Therefore, it is essential that researchers undertaking
contract research should be confident that all conditions in the contract can be met and that the budget
in the proposal is adequate to meet the objectives of the proposal.

To assist researchers in these matters, a dedicated Research Grants and Contracts Office [RGCO), and
Technology Transfer Office (TTO) (or a combination of the two) should be in operation at the university.
Specific policies and standard operating procedures for the administration of research and research-
related contracts, and national and international grant agreements, should be in place to ensure
consistency in the internal and external functions of the Research Grants and Contracts Office.

Objectives

The main objectives of this Best Practice Manual are:

e To provide practical guidance on implementing a research contract management system, including:
- the establishment of a Research Grants and Contracts Office and
- the development of specific research-related policies.

e To provide standard operating procedures for the effective administration of research and research-
related contracts, including:
- information on different types of research contracts;
- performing risk-benefit analyses of research contracts and
- establishing a contract database.

e To provide practical guidelines for the implementation of research policies.
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2. The Research Grants and Contracts Office

Human resources structure

The role of the Research Grants and Contracts Office [(RGCO] is to provide services to help researchers
form collaborative networks with industry by negotiating agreements, protecting and managing IP, and
fostering innovation. The primary responsibilities of the office are to:

e Review, negotiate and arrange for the signing of all the university research and research-related
contracts and agreements.

e Assistin the development of research-related policies.
e Develop standard agreements.
e |dentify and minimise risk in undertaking contract research.

e Provide advice and training to the research community and faculty on all risks associated with the
contract.

e Provide advice and training in matters relating to IP management, protection and commercialisation.
e Provide advice and training in grant writing, budgeting, ethics and ethical approval.

e Provide information on funding opportunities.

The key positions in the RGCO, and the responsibilities of each, are summarised in the table below.

Table 1: Key staff members in the Research Grants and Contracts Office

Positions Duties and responsibilities Qualification(s)

Research contracts Manages and handles the negotiation, correspondence, Scientific and IP;

manager documentation, certification, and product delivery for major as well as business
contracts. Evaluates and interprets primary contracts, administration

subcontracts, and supply conditions and obligations and advises
project teams on liabilities and risks under the contractual
arrangement. Manages related policy development and
implementation.

Project accountant Handles all financial aspects of the contract, e.g. the budget, Accounting
financial reporting, financial risk analysis and compliancy
issues. For National Institutes of Health (NIH) grants, the
project accountant contributes to the building of relationships
with internal and external partners, ensures full compliance
with donor regulations and stipulations and manages exchange
rate fluctuations. The project accountant also assists with the
preparation of accurate financial reports in compliance with the
financial reporting requirements of the donor.

Legal advisor/s Has an up-to-date knowledge of international and domestic Legal
contract management and contract law, relevant legislation,
policies and other legal matters. Handles contract negotiation,
risk analysis, IP and commercialisation issues.

Contract administrator | Prepares a comprehensive database and filing system to suit Higher education
contract requirements and maintain all project records. Registers | qualification
contract and enters details into contract database. The contract
administrator is also the central point of enquiry for the project
leader to determine the status of the contract at any stage.
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The exact job titles, job decriptions and quantities of staff will vary between universities. However,
our operational experience at Stellenbosch University suggests that these types of position should be
present in the RGCO.

At Stellenbosch University, the RGCO works closely with the Technology Transfer Office, which handles
the commercialisation of IP rights (IPR). At some insititutions, this IP rights division forms part of the
RGCO. The skills that are required in a Research Grants and Contracts Office thus include financial,
legal, scientific, business and administrative skills.

Universities should draw on the available expertise within their broader university to assist them with
assessing proposals, budgeting, and negotiating contracts. In cases where universities cannot afford
to establish formal RGCOs, they can still benefit from the function of an RGCO if they allow groups

of staff with different areas of expertise (and from different departments) to form a virtual RGCO. A
person within the Research Grants and Contracts Office could therefore provide a one-stop service

to researchers by facilitating the negotiation, approval and signing of a research contract. During this
process this person could then acquire expertise on the specific contract from their Faculty of Law (for
legal advice), their Division of Finance (for financial advice on auditing, taxes, insurance requirements,
budgeting and so on) and other scientists in other faculties as needed.

Where a few universities are in close proximity, it might be worthwhile for them to assist one another in
starting up a small research contracts group with the above-mentioned expertise, and both finance and
benefit from this group collectively.

Delegation and responsibilities

At the outset, it is important that the institution and its employees understand that the institution is a
legal entity and that a formal delegation process should be formalised and approved by the institution’s
Council. For example, at Stellenbosch University, the Council approved that all research-related
contracts are signed by the Vice Rector [Research], thus appointing that person as the authorised

legal representative of the institution. The person occupying that position has the authority to further
delegate signing authorities to specific senior employees.

At Stellenbosch, the Vice Rector (Research) can delegate signing authority directly to the following
specific senior positions: departmental chairs, directors and deans. [Deans are also allowed to delegate
signing authority to departmental chairs and directors). All these positions have authority to evaluate
the merits of each research contract in terms of the goals of the institution, and the potential risks of
the project. Their evaluation must take into account the risk management and insurance policy of the
institution. In addition, the value of the contract is usually (but not strictly) taken into account when
delegating signing authority. Table 2 shows a rough outline of the signing authority structure according
to the value of the contract.
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Table 2: Designated signing authorities for contracts

Position of signing authority Value of contract

The Vice Rector (Research] can designate signing authority to all three positions listed below, for contracts up to the
values shown.

The Dean can designate signing authority to both positions listed below, for contracts up to the values shown.

In order to finalise any research contract, a declaration letter must be prepared. The objective of the

declaration letter is to provide a guarantee from the Dean that the financial and operational risk of the
faculty is fully and explicitly cleared and accepted at the relevant responsibility level(s), e.g. by directors
on behalf of the institutes. The declaration letter must also provide a guarantee that there are sufficient
(resource) reserves in the concerned institute.

The letter is prepared by the RGCO and sent to the project leader, who is responsible for its completion
and delivery to the Dean, and for ensuring that it is returned to the RGCO. The declaration letter must
be signed by all three positions (the dean of the faculty, the departmental chair or institute director, and
the principal investigator).

The persons who sign the declaration letter and submit it to the RGCO confirm that the project:

e (Can be executed in their environment, i.e. that they understand the legal and operational
consequences of contract breach or non-delivery, and that they accept full responsibility and
accountability for complying with the contractual terms.

e Fits in with the scope of research of the environment.

May involve the staff of the environment.

May make use of the facilities / infrastructure of the environment (if applicable).

e Has addressed, or will address all actual or potential conflict of interest situations appropriately.
The declaration letter is not part of the contract between the university and the client and is used only

for internal management. Contracts can only be finalised by the RGCO after receipt of the fully signed
declaration letter.
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3. Technology Transfer Office

Technology transfer contributes directly to technological innovation by supplying industries with new
technologies that have commercial potential. Institutional Technology Transfer Offices (TTOs) should
facilitate the commercial exploitation of IP emanating from the university's faculty members and
students.

The main functions of a TTO are to:

e Prevent premature disclosure of ideas to maximise competitive advantage.

e Promote the understanding and protection of IP.

e FEstablish the feasibility of ideas and identify commercialisation opportunities.
e Register and patent usable innovations.

e Facilitate licensing.

e Assistin publicising and applying the research output to industry.

e Provide management expertise in the areas of technology evaluation, contract negotiation, IP
management, and new enterprise development.

Atechnology transfer officer should have a legal, scientific and financial background, a broad

understanding of technology management, business, innovation, IP and licensing issues, and applicable
legislations.
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4. Standard operating procedures for administration

This section will cover the standard operating procedures for the administration of research and
research-related contracts.

The two main types of research agreement with financial implications that are entered into by higher
education institutions are (1) research and research-related contracts and (2] research grants
(agreements). Reseach contracts generally tend to be with industrial, private or public partners,
while grant agreements tend to be with national and international donor bodies. It is very important
to distinguish between these two types of agreement. The main differences between them are
summarised in Table 3.

Table 3: Differences between research contracts and research grants

Research and research-related contracts Research grant agreements

Research results to benefit the client directly Research results to benefit community

Overheads apply Prescribed allowable indirect costs

Publishable only where pre-approved by client Publishable

Payment schedule in accordance with performance Can negotiate substantial upfront payment

No financial reports Audited financial reports

Contracts management database

For proper administration of research contracts, it is essential that a contracts management database
(CMD] is developed. This database should be an easy-to-use online tool that contains all the relevant
information about all the university's research contracts. The information should be easy to access (and
update) by approved persons. Note that if a web database is not viable, then a simple Excel spreadsheet
could serve the same purpose.

Database specifications
The contracts management database must contain as standard, the following information for each
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contract/agreement:

e Contract number, which is used as reference number.

e Date of registration.

e Name of principal investigator.

e Names and contact details of parties /clients.

e Department and faculty in which the contract work/reserach will take place.

e Type of contract.

e Contract amount, budget and currency.

e Status (i.e. in process, pending, signed by institution, signed by client and so on).
e Project title.

e Startand end dates.

e (Cost centre number and indication whether the full economic costing has been applied or not.
e Comments of the contract officer (serves as a workflow]).

e Jurisdiction.

e |P arrangements and information, such as existing patent numbers.

e Authorisation/ name of person who signed.

Maintenance

The university should decide internally on @ minimum duration for keeping all hard-copy records of
contracts and related correspondence. Ideally (and here at Stellenbosch University) hard-copy records
are kept indefinitely, rather than only for the formal duration of the contract period.

The university must put in place measures to restrict access to the contracts management database.
It is recommended that access is restricted to persons within the RGCO. In some cases, read only’
rights can be provided to senior members within the Finance Division. It is especially important to have
restrictions in place if your university’'s information is stored in an Excel document. Where possible,
the document should not be copied onto removable disks. In addition, staff who have access to the
contracts management database must be aware of, and comply with, any confidentiality agreements
stated in the contracts.

Research and research-related contracts

The registration, negotiation and signing of research and research-related contracts are described
here. The process comprises three phases before the project can commence [see Figure 1):

1. Presentation of research contracts.
2. Procedural clearance of contracts.

3. Signing and approving contracts.
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Figure 1: The research contract management process
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Presentation of research contracts
This phase involves the negotiation process between the client and the project leader. Aspects that are
negotiated include the contract specifications and the budget.

The contract

The project leader (researcher/principal investigator) identifies opportunities for research contract
presentations, or the university is approached by an external party (client] to do a project presentation.
A standard contract is sent to the client. If the client prefers to use an alternative contract, it should be
sent directly to the research contracts manager, who will manage the internal operation. The contract is
registered on the contracts management database and a contract number is allocated to it. The RGCO
will attempt to finalise some of the contractual sections, while the extent of the project is negotiated
between the project leader and the client.

Whether a principal investigator identifies opportunities for research contract presentations, or the
university is approached by an external party (client] to do a project presentation, in both cases the
RGCQ is repsonsible for sending out a standard university ‘contract document’ to the client. A contract
document contains the standard terms, agreements and responsibilities for would-be contracts
between the university and a third party. These terms, agreements and responsibilities may be
negotiated and changed as part of the contract agreement process.

If the client prefers to use an alternative, or their own ‘contract-document’ as the basis for the would-
be contract, then the client will be asked to send this contract-document directly to the manager of the
RGCO. All contract-documents (whether university or client) must be sent directly to the manager of
the RGCO.

It is important to note that continuous internal communication as well as continuous communication
with the client are important success factors in the negotiations.

The contract budget

The budget of the contract must include cost calculations, price estimations and overheads, or indirect
cost calculations. The principal investigator is responsible for determining the cost of the research -
this should be based on a full-cost approach where applicable.

At Stellenbosch University, the RGCO provides a template which can be used to calculate costs,
price estimations and overheads or indirect costs. The RGCO recommends the use of this template,
especially in cases where the client, without any prescribed terms from the government, intends to
negotiate with the university about ownership of the IP. In these cases, great care should be taken to
ensure that the calculation of the cost is determined on a full-cost basis.

Consultation with the Finance Division
The RGCO (in consultation with the principal investigator) is responsible for clearing the following
issues (which are not limited to the list below) with the Finance Division:

e Tax.

e Physical transfer of property (e.g. equipment).
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e Insurance.
e Reimbursement of remaining funds after the project has ended.

e Specific audit requirements as stipulated by the client.

Final perusal of the research contract by the principal investigator and the RGCO

The principal investigator must ensure that all information required, e.g. the appendices, project extent
(project description, project plan, project milestones and financial budget] are completed in full and are
attached to the contract. The principal investigator must ensure that the necessary ethical clearance

is granted to all projects where it is a requirement. The principal investigator consults with the
departmental chair, director and dean about the extent, risks and coverage of risks of the project.

Final perusal of the research contract by the departmental chair, director, dean or Vice Rector (Research)
Depending on the value of the would-be contract, the departmental chair, the director, the dean or the
Vice Rector [Research] will evaluate the merits of the contract in terms of the goals of the university
and the potential risks of the project. The evaluation will also take into account the risk-management
and insurance policy of the university.

Procedural clearance of research contracts

The RGCO evaluates all research and research-related contracts on a risk-analysis basis. The process
involves compiling and assessing a complete matrix of the potential risks for each contract, including
the nature, value and duration of the contract, established milestones, as well as financial risks
regarding exchange rates, insurance, technical aspects, reputation, confidentiality, legal considerations,
jurisdiction and termination. During this assessment it is crucial to ensure that IP is protected
timeously and strictly in accordance with the university’s IP Policy, which lays the foundation for the
future commercialisation of research outputs by the Technology Transfer Office and/or IP Rights Office.
It is equally crucial to ensure compliance with the financial requirements stipulated by the financial
policies of the university. Consultation with the Technology Transfer Office and/or IP Rights Office and
the Finance Division takes place where applicable, as well as with the relevant research environments.
Contracts are negotiated and finalised for signature once the risk evaluation is completed.

The contract administrator is the central point of enquiry for the project leader or principal investigator
to determine the status of the contract at any stage. As far as possible, the procedural clearance of
standard contracts should be completed within five work days.

Signing and approving contracts
Once the research contract has met the requirements of the procedural clearance process, the signing
and approval process takes place as follows.

The contract is signed. The research contracts manager provides the Vice Rector (Research), deans
and departmental chairs/directors with up-to-date information about the procedural clearance process
which has been followed, as well as any potential risks that need to be highlighted again. The contracts

are then signed according to the delegated signing authorisation as outlined in Table 2.

It is extremely important to note that researchers do not have authorisation to legally bind the university

Research contract management



by signing research contracts unless they are officially delegated to do so by the University Board.

After the contract has been signed, it is handed to the RGCO, who notify the Finance Division (Budget
Control) to open a cost centre so that no invoicing can take place before a contract number has been
allocated. This is a very important aspect to ensure that no research contract work is performed in the
absence of a contract, as the risks involved in doing so are potentially very high.

The signed contract is dispatched to the client and a copy returned. The RGCO keeps a preliminary
copy of the contract for safekeeping and sends the original signed contract to the client, with the
request that they return one fully signed contract to the university for the university's records and audit
purposes. The RGCO ensures that the original signed contract is in safekeeping and a copy of the
contract is provided to the project leader/prinicpal investigator and the dean.

The research project begins, along with project management and administration. Income and
expenses are accounted for according to the financial policy of the university and financial statements
are compiled in accordance with the client's requirements, including the comparison of real cost

and budget, taking into account the percentage of completion of the project. The project leader takes
responsibility for the execution of the proposed research according to the agreed output criteria. The
RGCO monitors the state (percentage completed) of contracts on a regular basis and, on an ad hoc
basis, determines the extent to which the university clients are satisfied with the execution of the
research contract.

Research Grants

The grant application and grant management process is described here. A typical research grant life
cycle has three phases:

1. Proposal/pre-contractual/pre-award.
2. Contractual/award.

3. Post-contractual/post-award.

The grant application and management process is illustrated in Figure 2 and the phases are described
below.
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Figure 2: The grant application and grant management process
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Proposal/pre-contractual/pre-award phase

Application process

Several public funding agencies, foundations or other non-profit organisations such as the National
Institutes of Health (NIH], the United States Agency for International Development (USAID], the
European Union (EU), the Wellcome Trust, the Bill and Melinda Gates Foundation (BMGF), fund
research projects. They post their calls for proposals on the internet or send it to the RGCOs at
universities. Most of these calls request the submission of research proposals in specific research
areas or themes and normally contain the purpose of the programme, the eligibility criteria, the funded
activities, the grant amount and duration, and the deadline for the submission of proposals. Some
funding agencies will only consider applications from consortiums.

When a researcher shows interest in a specific funding opportunity, the instructions and policies of the
funding institution have to be studied, as each funding agency has their own application templates,
terms and conditions. The scientific or academic application, including the budget, can then be
prepared by the researcher, who will act as the principal investigator or project leader. The budget
should correspond with the project work plan and motivation. Letters of support from collaborating
institutions should be obtained where applicable. As is the case with research and research-related
contracts, an internal process for ‘signing off" or approval of applications should be followed to verify
that the project is in line with the priorities of the faculty. Several funding agencies make use of
electronic application forms that are submitted on the internet. Even in these cases, the submission
should be submitted via the RGCO at the university. Where a consortium is involved, the final proposal is
submitted by the consortium leader. Usually a letter of support from each consortium member will be
required prior to final submission.

Budgeting

The project leader must determine the cost of the research, on a full-cost basis where applicable. A
template for the calculation of costs, price estimations and overhead or indirect cost calculations can
be used. A full-cost budget includes both direct and indirect costs.

Examples of direct costs include personnel costs (at least the minimum basic remuneration level),
the cost of equipment, running costs, and costs related to consumable materials, audits, additional
insurance (required by some funding agencies), travel, conferences, workshops, seminars, or any
other direct cost related to the project and bursaries. Indirect costs vary between insitutions and
include overheads such as the departmental and faculty overheads, income overheads and the space
and facilities overheads of the university. Indirect costs can normally be budgeted for from funding
institutions.

The time span between submission of the grant application and the approval of the grant can be up
to 12 months, plus another few months for the effective start of the project. The principal investigator
should therefore make provision in the budget for cost and salary increases. For budgets submitted
for foreign grants, the local currency should be converted to the relevant foreign currency and a
conservative exchange rate should be used.
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Submission

To submit an application as the ‘prime recipient” usually requires that an institution formally register on

the database of the funding agency and/or undergo a due diligence audit before being registered.

Contractual/award phase

The same procedural clearance process that is followed for research and research-related contracts,
is followed for grant agreements. The funding agency provides a grant agreement to be signed in
order to ensure that the university complies with the terms and conditions of the funder. The funding
agency usually does not claim IP (but may require royalties) and each funding agency provides their
own contract template. Other contractual agreements that may be required together with the grant
agreement or accession to grant agreement, include a non-disclosure agreement, a consortium
agreement and/or an IP agreement.

The principal investigator should take note of the following important risks that could be associated
with grant agreements: exchange-rate risks, payment terms, reporting requirements and additional
auditing requirements at extra cost.

Some funding institutions request that a grant preparation form is signed prior to the issue of a
grant agreement. This form indicates the university’s intention to enter into the agreement. Only the
delegated authority may sign these forms. Internal approval should be obtained by way of a signed
declaration letter before the grant preparation form is signed.

Post contractual/post-award phase
After the grant has been awarded, several aspects of the grant have to be managed. During this post-
contractual phase, special attention has to be paid to the following:

e Scientific and operational management - the principal investigator has contractual responsibilities,

including on-time scientific and financial reporting.

e Financial management - the budgeted versus actual costs, claims, tax, financial reporting and
auditing should be managed by the project accountants and regular meetings should be held with
the principal investigators.

e Compliancy issues and responsibilities — complying with the funder’s regulations and policies is

very important for both the university and the principal investigator. Time sheets, activity reports and

external financial reports should be prepared and submitted on time. The principal investigator
should also take note of allowable and non-allowable costs, auditing requirements, the submission
of audited statements, interest repayments and exchange-rate risk management.
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5. Types of contract and risk assessment

There are several types of research contract that are used by higher education institutions. Before a
contract can be signed, a thorough risk-benefit analysis should be performed. The risk of a contract
is compared to its related benefits and the question of whether a risk is acceptable, is addressed. As
part of the risk assessment, all relevant compliance issues should be considered. It is important to be
knowledgeable on all relevant national and international legislation (i.e. the IPR Act, Biodiversity Act,
National Health Act, contract law, and so on]. It is equally important to ensure that research contract-
related policies are developed and implemented to support the best-practice approval process and to
ensure that such policies are easily accessible to researchers.

It is also the RGCO's responsibility to ensure that the institution’s vision and mission is taken into
consideration, as well as the academic footprint when a contract is reviewed. Further considerations
should include specific terms of a contract, such as auditing and reporting requirements.

There are two main types of compliance that require attention: regulatory compliance and institutional
compliance. Regulatory compliance includes a consideration of ethical, financial and IP compliance.
Institutional compliance requires a consideration of the institution’s policies, vision and mission.

Table 4: Compliance matters

Regulatory compliance

Ethical

In research, ethical clearance for the use of human subjects, human blood and tissue, animals, radioactive
material, genetically modified organisms, indigenous plants and interaction with humans, is often required.
This is regulated by legislation such as the:

Human Tissue Act No. 65 of 1983, RSA

National Environmental Management: Biodiversity Act No. 10 of 2004, RSA

National Health Act No. 61 of 2003, RSA

Animal Health Act No. 7 of 2002, RSA

Medicines and Related Substances Control Act No. 101 of 1965, RSA

Fertilizers, Farm Feeds, Agricultural Remedies and Stock Remedies Act No. 36 of 1947, RSA
Genetically Modified Organisms Act No. 15 of 1997, RSA

The responsibility for the review lies with the institution’s Ethics Committee. The RGCO of an institution needs
to liaise with the Ethics Committee, to ensure that the research done will comply with legislation in this regard.

Financial
Where a contract has a financial value, the RGCO needs to liaise with the Finance Division, to ensure
compliance with Acts such as the:

e Value-Added Tax Act No. 89 of 1991, RSA

e Income Tax Act No. 58 of 1962, RSA

IP compliance
Where IP is involved, the RGCO needs to liaise with the institutions” Technology Transfer Office where
applicable, to ensure compliance with the:

Copyright Act No. 98 of 1978

Patents Act No. 57 of 1978

Trade Marks Act No. 194 of 1993

Plant Breeders’ Rights Act No. 15 of 1976

IP Rights from Publicly Financed Research and Development Act No. 51 of 2008

Continued...
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Institutional compliance

The institution’s policies, vision and mission
An institution needs to develop and implement policies to reflect the vision and mission of the institution that
are in line with national and provincial legislation. Such policies include a:

Research contract management policy
IP policy

Financial management policy

Ethics policy

Conflict of interest policy

Determining the required agreement/contract

How to determine the type of agreement/contract you will need

A very effective way for a university to transfer knowledge, technology and expertise is through direct
co-operation with industry partners and other research institutions, either within the framework of
research projects or grants, or by providing scientific services. It is advisable and usually necessary

to enter into formal agreements with industry and with public and private organisations that support
scientific research. In drawing up such agreements, it is essential to specify, by means of a contract, the
following elements of the project:

e Detailed work plan, time line and milestones.

e Budget, funding and payment schedules.

e [P rights with regard to research results and patents.
e Scientific publications.

e Confidentiality of shared or exchanged information.

e Responsibilities of the respective parties.

There are several types of research contract, each with a specific purpose and use, and the terminology
can vary between organisations. Research contracts are sometimes referred to as ‘consultation
contracts or service level agreements’, ‘grant agreements’, ‘funding agreements’ or ‘collaboration
agreements’. Described below are some of the most common types of research agreement. Table 5
contains a summary of the types of agreement.

Types of contract

Memorandum of Understanding (MoU]

Memorandums of Understanding are used to establish the basis for future research projects. They are
binding agreements that agree on general clauses for future contracts, but usually without payment
terms and a contract amount. A Memorandum of Understanding should be followed by a formal
research agreement.

Research agreement
This is the most common form of contract and suits several research purposes, for instance funding
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agreements and collaboration agreements. The client requires a specific outcome, output or product,
and IP is usually created. The agreement will be for a specific time period, and have a specific project
budget and work plan. The terms of the research agreement include ownership of IP as well as
terms regarding completion of the work. The institution should have a standard research contract.
Researchers should maintain the right to publish their scientific results.

Grant agreement

These are research-related contracts for scientific research projects supported by public grants,
foundations or other non-profit organisations such as the NIH, USAID, the European Union, Wellcome
Trust, etc. The funding agency usually does not claim IP (but may require royalties) and has its

own templates containing specific terms and conditions. Some funding institutions request a grant
preparation form to be signed prior to the issue of a grant agreement. The university should ensure that
compliance with the financial and contractual terms of the research-grant agreement is feasible.

Consortium agreement

When collaborators work together on a research project, the agreement usually involves the
collaborating universities or institutions, with a single funder. The consortium leader takes
responsibility for the agreement and organises meetings/telecons with the members, in order to
finalise the contract. All the consortium partners (their researchers and legal representatives) have to
agree on the terms and conditions of the consortium agreement. It can thus take up to a few months to
finalise a consortium agreement.

Collaboration agreement

These agreements are used where two (or more] parties contribute to the research project through
scientific participation or other contributions, such as background IP. Collaboration agreements allow
for IP to be shared and set terms regarding commercialisation and joint publication.

Service level agreement (SLA)

A service level agreement is a negotiated agreement between two parties where one is the client

and the other is the service provider. The SLA records a common understanding of the deliverables,
completion criteria, schedule for delivery of services, priorities, responsibilities and fees. The service
provider will provide their IP as background material for the work. New IP or publications are unlikely to
arise from the work.

Consultation agreement

Consultation agreements are used when expertise, advice and work on a particular field is being
provided. Consultations are generally a fee-for-service type of arrangement and the use of a service
level agreement is recommended.

Analytical test contract

This contract is used when the university is the provider of analytical tests. A standard service level
agreement is used and the details of the analytical tests, time line and costs are specified.
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Clinical trial agreements

A clinical trial is a research study designed to test the safety or effectiveness of drugs, devices,
treatments or preventive measures on humans. The protocal in the agreement is almost always
provided by the client, and it is crucial that the principal investigator adheres strictly to the protocol
throughout the process of the clinical trial study.

Confidentiality or non-disclosure agreement (NDA)]

A non-disclosure agreement must be signed when a client approaches the university for the exchange
or sharing of confidential information as the forerunner to a potential project. The other instance in
which a confidentiality agreement must be enforced, is as part of a research contract. Both the client
and the university’s confidential information should be protected by a non-disclosure agreement.

A standard confidentiality agreement can be used. Universities could also enforce an internal,
student/staff non-disclosure agreement to ensure that the student or researcher complies with the
confidentiality agreement.

Material transfer agreement (MTA)

This is used when the university is receiving or supplying tangible research materials (any tissue, cells,
or other biological or other proprietary materials required for a research project). Specific ethical and
import or export permit requirements must be considered. The rule of thumb is that the the supplier of
the material compiles or provides the MTA. See Table 5 for more details.

Subcontract

A subcontract is used when a research contract is already in place and a different external party needs
to be subcontracted to assist with the project, or to provide a specific portion of the deliverables. The
university can also be subcontracted by another institution to perform specific tasks or services.

When drafting a subcontract where the university contracts external services in order to complete

its obligation to the client, the principal agreement between the client and the university should be
used as a basis to draft the subcontract. Relevant clauses from the principal agreement, to which

the subcontracter must adhere, should be reflected in the subcontract. A back-to-back agreement is
therefore recommended.

Licensing agreement

Owners of IP rights are free to allow others to exercise their rights. Permission to exercise a right is
known as a ‘licence’. A licensing agreement is a written contract whereby the owner of a copyright,
know-how, patent, servicemark, trademark, or other P, allows a licensee to use, make, or sell copies
of the original. Such agreements usually limit the scope or field of the licensee, and specify whether
the licence is exclusive or non-exclusive and whether the licensee will pay royalties or a lump-sum
payment in exchange. Licensing agreements are mainly used in the commercialisation of a technology.
One of three different types of licence may be granted:

e An exclusive licence, in terms of which only the licensee is entitled to use the rights licensed.

e Asole licence, which is similar to an exclusive licence except that the licensor also has the right to
use the rights licensed.

e Anon-exclusive licence, in terms of which the licensor retains the right to license other third parties
to simultaneously use the rights licensed.
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Intellectual property (IP) agreement

An IP agreement, also called an ‘intellectual property transfer agreement’, or ‘intellectual property
assignment agreement’, is a written contract between the university and a client or collaborator

for the assignment (purchase and sale] of intellectual property rights. The IP being assigned or
purchased can consist of copyrights, trademarks and/or patents. The agreement specifies the

rights and responsibilities of each institution concerning IP that may be created during the term of
the collaboration. The rights may be associated with IP that is created jointly by the collaborating
researchers, as well as IP that is created independently by each. As opposed to a license agreement,
the purchaser or assignee in an IP agreement takes total and exclusive ownership and control of

the IP rights and is free to use those rights however he or she wishes. In most cases, the IP clauses
within a research agreement will be sufficient. However, when it is not possible for the parties to reach
agreement on the exact arrangements at the time of negotiating the research agreement, the parties
will agree to enter into a separate IP agreement should IP be created during the course of the project.

Table 5: Types of research agreement used by higher education institutions

Type of contract When to use Important points to remember
Memorandum of Need to establish the basis e No money committed.
understanding (MoU) for future collaboration and e No terms and conditions.
projects. e Should be easy to terminate agreement.
e Only soft deliverables.
e Should be followed by a formal research
agreement.
Research agreement Client requires a specific e Detailed work plan.
outcome, output or product e Payment schedules.
- IP is created. e [P clause - compliance with IP legislation.
e Ethical clearance.
e Regulatory and financial compliance.
Grant agreement Public grants, foundations e Compliance issues with international/national
or other non-profit legislation.

organisations fund scientific
research projects.

Exchange rate.

Strict payment terms.

Reporting requirements.
Additional auditing requirements.

Consortium One funder funds research e Steering committee.
agreement collaboration between a few e Joint IP and publication rights.
universities. e Access to background IP.
e Reflect terms and conditions of grant
agreement.
Collaboration Two (or more] parties e Shared IP and publication rights.
agreement contribute to the research
project.

Continued...
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Type of contract

Service level
agreement (SLA)

When to use

Higher education institution
is the service provider, or
subcontracts a party to
perform the work or services
required by the client.
Usually involves consultation
service/analytical testing.

Important points to remember

Upfront payment should be negotiated.

Limit liability to the contract amount.

Link payment terms to milestones - payments
always after deliverables.

Where the university subcontracts other parties,
enforce the same.

Terms and conditions as in the main agreement.

Clinical trial
agreements

Research institution
tests the safety and/or
effectiveness of drugs,
devices, treatments and
preventive measures on
humans.

Ethical clearance.

Compliance with protocol.

Informed patient consent.

Malpractice and non-fault insurance, if so
required.

Opt-out clause (patient must be protected).

Confidentiality or non-
disclosure agreement
(NDA)

Confidential information
is shared between the
university and the client.

Term not to be excessive.

Five exceptions present?

Student/staff NDA sent and signed?

Ownership of background IP to remain so vested.
Should be reciprocal.

Material transfer
agreement (MTA)

University is receiving or
supplying biological or other
proprietary materials.

A clear description of the type of material.
Project description (what will it be used for?)
Ethical clearance.

Import/export permits.

Non-transferable to third parties.

Not to be used for commercialisation.

Licensing agreement

University allows a licensee
to use, make, or sell copies
of the original IP.

Definition of the IP.

Is it an exclusive, sole or non-exclusive licence?
Protect the university's interests.

Compliance with relevant IP legislation.

IP agreement

IPis assigned to a client or
collaborator.

Definition of the [P that is being assigned.
Joint IP rights.
Compliance with relevant IP legislation.

Risk assessment

It is crucially important to compile a complete matrix of the potential risks for each contract in order

to assess the risks and perform a thorough risk-benefit analysis. Risks that should be considered
include the nature, value and term of the contract, established milestones, and financial risks related
to the exchange rate, insurance, technical aspects, reputation, confidentiality, legal considerations,
jurisdiction and termination. Special care should be taken to ensure that IP is protected timeously

and strictly in accordance with the university’'s IP Policy, which lays the foundation for the future
commercialisation of research outputs by the Technology Transfer Office or IP Rights Office. It is equally
important to ensure compliance with the financial requirements stipulated in the financial policies

of the university. Consultation with the Technology Transfer Office / IP Rights Office and the Finance
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Division may be necessary, as well as consultation with the relevant research environments. Contracts
are negotiated and finalised for signature by reason of the risk evaluation.

Legal and contractual aspects of risk assessment

Confidentiality

‘Confidential information” means any information a party discloses that has been marked as
confidential or is identified as confidential by the party at the time of disclosure; the terms and
conditions of an agreement including all materials, technologies, inventions, know-how, research
strategies, trade secrets and material embodiments thereof; and the logic, coherence and methods of
use or implementation of any of the aforementioned that a party has created, acquired, or has rights in,
and anything derived from any of the above.

It is advisable to avoid being bound to contracts with a duration exceeding five years, as managing a
confidentiality agreement within higher education institutions is relatively high risk. Care should be
taken to ensure that the agreement is mutually applicable - this can be seen as a test of fairness. What
applies to the higher education institution should also apply to the client. Note that there is a difference
between a non-disclosure agreement (NDA] and a confidentiality clause in a contract. A non-disclosure
agreement is usually signed when pre-contractual negotiations require sharing of confidential
information, whereas a confidentiality clause in a research or other agreement, relates to information
received during the contract term. Further care should be taken to define what is to be considered

as ‘not confidential. This relates to information that is already in the public domain; information that
was in the recipient’s possession before disclosure; information that is independently developed by the
recipient; information received from a third party who was entitled to disclose, and information that is
made known due to operation of law or a court order.

It is useful and advisable to arrange that confidential information is marked ‘confidential’ by the
disclosing party so that not all information is expected or assumed to be confidential, as this will cause
the recipient to always be at risk of breaching confidential information. An example of a confidentiality
clause in a comprehensive research agreement could be:

Confidentiality

* General. Each Party (‘the Recipient’) must treat and hold as confidential all Confidential
Information which it may receive from the other Party (‘the Discloser’) or which becomes known
to it during the term of this Agreement.

» Confidentiality obligations. The Recipient agrees that in order to protect the proprietary interests
of the Discloser in its Confidential Information, unless the Discloser has expressly agreed
otherwise in writing, the Recipient will not and will ensure that its Personnel does not at any
time, whether during this Agreement or thereafter, use or disclose to any third party any
Confidential Information of the Discloser other than as allowed in terms hereof. Without limiting
the aforesaid, the Recipient shall:

» notify the Discloser of all persons to whom the Discloser’s Confidential Information is to be
disclosed by the Recipient or who are to be granted access to the Discloser’s Confidential
Information before those persons are permitted access to the Discloser’s Confidential
Information;

Continued...
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+ ifrequired by the Discloser, arrange for any persons who are permitted access to the
Discloser’s Confidential Information to give a written confidentiality undertaking to the
Discloser to be bound to the terms of this clause;

* ensure that its Personnel and any other person that it permits to access the Discloser’s
Confidential Information comply with the provisions of this clause;

* ensure that, upon request by the Discloser, any materials containing Confidential
Information furnished to the Recipient will be returned or otherwise disposed of as the
Discloser may direct, provided that in the event the Recipient is instructed to dispose of or
destroy such materials, the Recipient shall provide the Discloser with an acceptable
certification of such destruction.

» Use of Confidential Information. The Recipient may disclose the Discloser’s Confidential
Information only to its Personnel on a ‘need to know basis’ and such Personnel may be permitted
to use the Discloser’s Confidential Information only to the extent reasonably required for the
pursuit of the Research and for such other purposes as may be expressly authorised by the
Discloser in writing.

* Exceptions. The aforegoing obligations shall not apply to any information which:

* can be demonstrated to have been lawfully in the public domain at the time of disclosure
or subsequently and lawfully becomes part of the public domain by publication or
otherwise; or

* isdisclosed pursuant to a requirement or request by a regulatory authority (including
NIPMO), by any court of competent jurisdiction or by operation of Law, provided that the
Recipient gives as much notice of such impending disclosure as is reasonably possible and
provide the Discloser with all reasonable assistance in preventing and/or limiting such
disclosure.

* Remedies. The Recipient agrees that, in the event of a breach or threatened breach of this clause,
the Discloser is entitled to seek injunctive relief or specific performance, in order to obtain
immediate remedies. Any such remedy shall be in addition to and not in lieu of any other
remedies available at Law, including monetary damages.

Publication

In most cases a client sponsoring research will request to review and approve a proposed scientific
publication. The purpose of submitting the proposed publication to the client, is to protect confidential
information or prevent possible infringement of IP. As it is one of the responsibilities of a higher
education institution to publish research in scientific journals, the institution should stringently avoid
being forced by the client not to publish. Instead, the institution should be at pains to allow a client to
review the proposed publication (or abstract for a conference etc.] while retaining the right to publish.
The following clause could serve this purpose:

Publication

* The Client recognises that under the academic policies of the HEIL the results of research work
must be publishable and agrees that the Researchers engaged in the Research shall be permitted
to present at symposia, national or regional professional meetings and to publish in journals,
theses or dissertations, or other methods of reporting of their own choice, methods and results of
the Research.

Continued...
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¢ The HEI may publish or allow the publication of research results or data, in whatever medium
concerning the Research, provided that this does not affect the protection of Intellectual Property
Rights. The Client shall be given 30 (thirty) days prior written notice of any planned publication.
If, before the end of this period, the Client so requests, a copy of the planned publication shall be
provided to the Client within 30 (thirty) days after receipt of such request. The Client may require
the removal of any or all of its Confidential Information from a planned publication in order to
protect its proprietary rights and interests and the Researchers will be required to comply with
any such requirement prior to publication. The Client may object to the planned publication
within 30 (thirty) days after receipt thereof. The planned publication shall be suspended until the
end of this consultation period. In the absence of any objection within the above-mentioned
period, it is deemed that the Client agrees to the publication.

Reputation/publicity

The purpose of a publicity clause is to prevent the client from using the university’'s name or logo for
own publicity or marketing purposes. Written permission should be formally required when the higher
education institution’s name or logo or trademark is used. An example of such a clause:

Publicity
The Client will not use the name of the University, nor of any member of the University’s staff, nor the
University’s logo or trademark, in any publicity, advertising or news release without prior written approval.

Insurance

The client may require specific insurance to be taken out, or a certificate of insurance, or a specified
minimum amount to be insured for a specific period. Specific types of insurance include professional
liability, clinical trial, and public liability insurance. Budget considerations should be taken into account.
If the specific required insurance is not covered by the university's insurance policies, the project
carries the costs, such as the cost of additional cover for students conducting research in the field.

Limitation of liability

Limit the institution’s liability to the contract amount if possible (in some cases a funding agency
requests a limitation of liability to the contract amount, plus interest]. As far as possible, negotiate to
exclude consequential or indirect costs or damages, such as loss of income due to defective service.

However, some clients will enforce a much higher limitation of liability than the institution is willing
to allow. In such cases, try to negotiate for a higher liability only in cases of breach, wilful default and
gross negligence. However, avoid minimum liability towards the Client but where negotiations are
unsuccessful apply the higher liability only to breach, wilful default and gross negligence. A preferred
clause would be:

Limitation of liability

The University’s total aggregate liability is limited to the total project costs for any and all injuries,
losses, damages and expenses. In no event shall any party be liable for any indirect or consequential
damages including, but not limited to loss of profits, revenues, contracts, or the like.
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Warranties

Where faced with a clause in a contract reading: The University shall be liable for any violation of rights
of third parties in respect of patents and/or copyrights’, the university will be extremely vulnerable to a
lawsuit. Warranties should instead be clearly defined. Blanket warranties such as in the example above,
i.e. that IP is unencumbered by third parties, is often difficult or impossible to prevent. Do not warrant
research results in a contract. Rather, use the phrase ‘reasonable endeavours,to deliver research
results’. As an example, a preferred clause would be:

Warranties
The University shall use reasonable endeavours to ensure that it will not infringe on any intellectual
property rights or other rights of any third party.

Breach/termination

In many contracts breach and termination is dealt with in the same clause, and as one matter. However,
when faced with reality this might pose problems, as there might be good reasons to terminate a
contract, without any breach having taken place.

In the case of breach, a formal notice of breach should be given to the party that is deemed to be in
breach. A reasonable time (10-30 days) should be provided to remedy this breach. When termination
is required, grounds for termination should be stipulated, e.g. ‘breach of a material term’, or 'the

key personnel has resigned and the University is not able to take the project further’, and so on.
Termination without breach should occur only when mutually agreed between the parties and with a
reasonable notice period. Care should be taken when phrases such as ‘'may be terminated at the sole
discretion of” or ‘at any time’ is written into the clause.

It is advisable to indicate in the contract that when there is termination without breach, non-cancellable
obligations [such as salaries etc.) will be refunded by the client. At least a three-month written notice
period is recommended for termination without breach.

Any clause indicating that the client or funding agency can cancel the project at their sole discretion
and expect repayment of funds plus interest (without breach), must be renegotiated by the university.

Jurisdiction

Jurisdiction determines which country’s law applies in the case of a dispute and where the matter will
be heard. It is preferable to negotiate to use institution’s country of origin as the jurisdication. However,
very often funding agencies or clients will only allow their own country’s jurisdiction. This is a risk

that should be flagged with the university’s insurers. Alternatives to enforcing a specific country as

the jurisdiction, is to keep jurisdiction silent, or to indicate that it will be the country of the defendant.
Another option is to choose a neutral jurisdiction, such as Belgium when dealing with a UK client.

Conflict of interest

Conflict of interest is not always directly addressed in a contract, although some funding institutions are
very strict on declaration of any financial conflict of interest. No funds from EU, NIH or USAID may flow
back into the pockets of researchers.
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However, care should be taken that researchers do not use their position at the university to influence
the award or conclusion of a contract between the university and another individual or company by
virtue of their association with, or interest in, that company or individual; for example, where the
researcher is a director of the subcontracting company and so on. The university should therefore have
a conflict of interest policy that is adhered to at all times.

Payment terms
Payment terms are often neglected in contracts. The contract amount or the amounts of the tranches/
installments should be clearly indicated, as well as the dates/conditions on which payments will be made.

If the university is a subrecipient or subcontracted under a prime agreement between the client
and his or her main client, the payment to the university for research or services should ideally not
be conditional on the client’s receiving funds from their main client. Alternatively, if the contract is
terminated earlier due to a shortage of funding, the client should pay the expenses/fees already
incurred and committed to by the university.

When being subcontracted, or when subcontracting another party for portions of the work, it is
essential to make use of a ‘back-to-back” agreement, so as to ensure that all parties fulfil the
requirements of the main funder/client.

When the university pays a subcontractor, try to minimise the upfront payment with the balance paid
to the subcontractor on receipt of deliverables. When the university is receiving payment as a
subcontractor, try to maximise upfront payment with the balance paid on receipt of deliverables. It is
important to note that in many cases, one cannot reclaim expenses incurred before the contract is
signed.

Intellectual property

Section 6 gives more detailed information regarding the IP rights issues that should be addressed.
Relevant legislations, as well as the institutional policies should be considered when negotiating IP
rights ownership with the client.

When a research report is the deliverable to the client for the exclusive use of the client, then a
distinction should be made between what is confidential and what can be published as part of an
academic thesis or dissertation, or in a scientific publication. Usually the client becomes the owner of
the copyright in the report, while the university retains the right to use the content or the raw data for
research and training purposes.

A standard risk-benefit analysis template is provided in appendix 1.
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6. Relevant legislation and policies

Full economic cost

Full economic cost (FEC] is the total cost of all resources used to complete a project and it therefore
includes all applicable direct and indirect costs as prescribed by the specific project and in accordance
the relevant policies. In order to calculate the full cost of an activity/project, the direct cost to the project
has to be identified and determined; the indirect cost to the project must also be calculated and the

full cost of the project amounts to the sum of these two categories. A profit margin for the university
can also be included. Applying the FEC principle is essential, as it allows the recovery of a greater
proportion of the true costs of the research and provides sustainability, including on-going investment
in research infrastructure and increased stakeholder confidence.

Direct cost
Direct cost refers to all those costs that can be directly ascribed to the project and may include the
following:

e Salary and salary-related expenses of personnel involved with the project. The minimum cost of
salaries, specifically, must correspond with the university’'s accepted basic remuneration levels and
any salary lower than that must be recommended by the Dean/Departmental Head.

e Salaries/bursaries for students participating as research assistants.

e Consumable material/stock purchases.

e Purchase and maintenance of equipment and components specifically for the project.

e Equipment maintenance costs.

e Computer equipment and software.

e Administrative costs and professional management costs directly related to the project.
e Laboratory costs.

» Cost for the use of specialised equipment (e.g. the Central Analytical Facilities).

e Consultation services that are used.

e Audit fees (e.g. where the client specifically insists on an annual audited financial report)
e Travel and accommodation costs, as well as subsistence allowances.

e Additional insurance not included in the university’s overhead insurance portfolio.

e Any other expenses, not listed above, that can be directly attributed to the project.

Indirect cost

Indirect or overhead cost refers to expenses that the university incurs in the course of providing the
support necessary for the successful management and delivery of the specific research project. Indirect
costs are not always directly related to any one project or activity, but are a necessary part of the overall
institutional costs of undertaking its activities. Indirect cost does not constitute a profit margin for the
university, but is determined as a percentage of the total project cost for i) institutional and faculty
administrative and support services and ii) the cost of physical space and facilities.
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Indirect cost is recovered from research contracts and includes the following:
e Qverhead administrative and other costs within the faculty/environment.
e Information and communication services and support.
e Overhead financial services.

e legal services.

e Human resource services.

e Communication and liaison services.

e Library services.

e International office services.

e QOverhead research support services.

e Student administrative services.

e Banking costs.

e Audit fees (other than as prescribed by the client).

e Liability insurance.

e |Information technology services.

e Space and facilities

e Facility management and planning services.

e Maintenance of buildings.

e Security services.

e Buildings and content insurance.

e Cost of municipal services.

» Usage of equipment (does not include the use of Central Analytical Facilities).

The space and facilities overheads/indirect cost are determined on the same apportionment basis as
the space costs, according to the university’s accepted budgeting methodology, taking into account the
depreciation of equipment. Different tariffs apply to facilities with expensive equipment (laboratories)
and those with less or no equipment (offices). This, however, may differ between institutions and serves
only as a recommendation.

Budget template

A full economic cost budget considers all costs to fall within two categories ‘direct cost” and ‘indirect
cost” and the preparation of a budget involves establishing the costs within each of these categories.

A user-friendly Excel spreadsheet, with drop-down boxes and formulae calculated in the cells, can be
developed in order to prepare the budget.

Guidelines for implementing an FEC policy

When implementing an FEC policy at a university, all staff members need to be informed about the
purpose and benefits of such a policy. A university-wide training and communication programme
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and a comprehensive documentation process should be implemented. A robust project management
structure should also be introduced to ensure the delivery of the requirements of the FEC policy. Major
challenges to the implementation of such a policy may include any of the following:

e Structural or organisational changes: the appointment of extra staff members in the Finance
Division, although it is preferrable to second them to the RGCO.

e (Change management: in persuading staff of the need for an FEC policy, address all researchers’
concerns and integrate academic and financial decision-making.

e Technical challenges: understanding and delivering the requirements of the policy, aligning it with
the university’s internal overhead model and delivering the essential systems developments.
It is very important to ensure that the internal mechanisms and tools of the policy are well
developed and tested before researchers are required to make use of it.

Material Transfer Agreements

A material transfer agreement (MTA) is a written agreement for the transfer of tangible research
materials between two organisations, where the recipient intends to use it for his or her own research
purposes. The MTA defines the rights of the supplier and the recipient with respect to the materials
and any derivatives. Biological materials, such as reagents, cell lines, plasmids and vectors, are the
most frequently transferred materials, but MTAs may also be used for other types of material, such as
chemical compounds and even some types of software.

Usually the MTA of the supplier of the material is used. It is, however, important that all MTAs are
reviewed to make sure that the university does not agree to terms that may be in conflict with the
provisions of research grants, fellowships, consultancies, etc. Among the important issues to be
negotiated are confidentiality, publication rights and IP rights.

Confidentiality

When confidential information is exchanged along with the material, the supplier of the material may
request that such information is not disclosed. If the information is necessary for the interpretation
of the research results obtained during the use of the material, that same information may also be
required for the publication of those results. Having agreed to hold the information confidential could
prohibit a researcher from ever publishing the results of the work that made use of the supplier’s
material.

Definition of material

The supplier of the material may propose a definition of material that includes not only the original
material, but also modifications or derivatives made from the material that incorporate the researcher’s
original ideas or concepts. If the supplier of the material also claims ownership of the modified
material, the supplier could own the results of the research. The researcher could thus be prevented
from using research results in further research, from meeting obligations to research sponsors, or
ensuring that the results are published.
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Publication rights

Many MTAs from commercial organisations will seek to put restrictions on publication of research
results. Although it is reasonable for suppliers of material to have access to copies of proposed
publications or oral presentations in advance, in order to remove confidential information and possibly
to prepare patent filings, publications should not be subject to unreasonable or indefinite time delays,
or to the outright veto of the supplier. Suppliers of material should also not be allowed to control the
content of publications, beyond the removal of their own confidential information.

IP rights

Ownership of IP generated by externally funded research is initially vested with the university.
However, many commercial suppliers attempt to claim outright ownership of IP generated by the
recipient for themselves, or to ask for free licences to the research results. Such agreements mean
that the supplier of the material is, in effect, obtaining free contract research and, if an invention is
developed and commercialised, there is no return either to the university, or to the inventor, for their
contribution. However, it is reasonable for the supplier to be offered some consideration for the supply
of the materials. One compromise is to offer the supplier the option of a royalty-bearing licence to any
inventions arising from the use of the materials. IP rights are not such a contested issue with inter-
institutional MTAs, which usually allow the recipient to commercialise research results provided that
there is an equitable return to the materials provider, for their contribution. Background IP should
remain so vested and the material should be non-transferrable to third parties. The material may
furthermore only be used for academic purposes - commercial rights should form part of a separate
agreement.

Types of material
Different types of material may be specified in an MTA. Depending on the type of material, ethical
clearance, specific permits or compliance with specific Acts and policies, may be required.

Ethical clearance should be obtained from the relevant research ethics committees in cases where the
material falls into the following categories:

e Material obtained from a living person: human blood or tissue samples (comply with the Human
Tissue Act No. 65 of 1983].

e Material for non-health related research involving human subjects.

e Material for health-related research involving human subjects and conducted under the auspices of
the university, as well as clinical trials.

e All live animals or material used in or from live animals.
e Recombinant DNA or genetically modified organisms (GMOs).

e Organisms that are pathogenic to humans and/or animals (Risk Group 2 or Bio-safety Level 2 and
above).

e Radioactive materials.

e Other materials that may potentially cause harm to the natural environment.

Export/import permits should be obtained for materials that fall in the above-mentioned categories that
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are imported or exported for research purposes.

The use of South African biological resources for commercial purposes is governed by the National
Environmental Management: Biodiversity Act No. 10 of 2004 and its associated subordinate
legislation. To engage in any bioprospecting activity using biological material of South African origin, a
bioprospecting permit must be obtained from the Department of Environmental Affairs.

Note that it is important to refer to your country’s relevant legislations to ensure compliance.

Ethics

International research ethics codes, guidelines and principles require that all research involving human
subjects, all research and teaching activities involving animals, and all research that could negatively
affect the environment must be reviewed and approved (i.e. found acceptable according to both local
and international norms for ethical research) by a local institutional review board or committee,
otherwise known as a research ethics committee, before the research study is initiated.

Permits
Permits may be required before specific material may be used for research purposes include import
and export permits as well as GMO permits.

Indigenous knowledge and biodiversity

The enormous economic benefit that may be obtained from the exploitation of biological resources has
led to the formation of international conventions and agreements, such as the Convention on Biological
Diversity, to which South Africa has acceded and is bound. As a result, South Africa promulgated the
National Environmental Management: Biodiversity Act No. 10 of 2004 (the Biodiversity Act).

The main objectives of the Biodiversity Act are to manage and conserve the biological diversity in South
Africa and to ensure that indigenous biological resources are used in a sustainable manner. It also
seeks to combat biopiracy and to ensure that indigenous communities share equally and equitably in
the benefits flowing from bioprospecting and indigenous knowledge in South Africa.

Biopiracy is essentially the appropriation of IP rights gleaned from indigenous knowledge or biological
resources for commercial gain without any benefit to the indigenous communities who originally
developed the indigenous knowledge, or the country or community from whom the biological resources
are obtained. There are a number of examples around the world of what has been considered to be
biopiracy, including the use of turmeric in wound healing, the rosy periwinkle, the neem tree and the
Enola bean cases.

Some resources, such as genetic material of human origin, other exotic plants, and indigenous

biological resources listed in the International Treaty on Plant Genetic Resources for Food and
Agriculture, are specifically exempt from the provisions of the Act.
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In terms of the Act, a permit needs to be obtained for all research conducted on indigenous
biological resources, unless the research falls within one of the exempted categories mentioned
above. Depending on the nature of the research, a bioprospecting permit, an integrated export and
bioprospecting permit, or an export permit for research other than bioprospecting must be obtained
before the research can start.

Note that it is important to refer to your country’s relevant legislations to ensure compliance.

Genetically modified organisms

The South African regulatory framework for the use of GMOs includes the Genetically Modified
Organisms Act No. 15 of 1997 (the GMO Act] and its amendment acts. The GMO Act has established
regulations to enhance the responsible development, production, use and application of GMOs so

that any possible harmful consequences to the environment are limited. The Act also determines
requirements and criteria for risk analysis in order to ensure that the GMOs are appropriate, and do not
pose a hazard to the environment, or to human or animal health.

In accordance with the regulations of the GMO Act, permits must be issued before the following
activities can take place:

e Registration of facilities for GMO use.

e Contained use of GMOs.

* Trial releases of GMOs into the environment.

e Commercial releases (commercial/general releases).

e Commodity clearance.

e Commodity imports and exports.

e Imports and exports of GMOs for contained use, trial release or general releases.

e Use of imported GMOs as food, feed or for processing in South Africa.

Note that it is important to refer to your country’s relevant legislations to ensure compliance.

Intellectual property rights

IP is a cluster of legally recognised rights associated with innovation and creativity - the works of the
mind, as opposed to physical products, land and other tangible resources. Even though it is intangible,
IP is often recognised as personal property, to be sold and traded like other forms of property.

IP is divided into two categories:

e Industrial property, which includes inventions such as patents, trademarks, industrial designs, plant
breeder’s rights and geographic indications of source.
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e Copyright, which includes literary and artistic works such as novels, poems and plays, films,
musical works, artistic works such as drawings, paintings, photographs and sculptures, computer
software and architectural designs.

Rights related to copyright include those of performing artists in their performances, producers of
phonograms in their recordings, and those of broadcasters in their radio and television programmes.

Legal protection is necessary to prevent others from making unauthorised use of the IP to the
detriment of the true owner, and to ensure that the true owner will enjoy the full commercial benefit of
his or her creative efforts.

Ownership

All staff should note that ownership of IP created by them in the normal course and scope of their
duties and obligations, vests in the university unless other arrangements are made. As an incentive,
and in some cases legally required, the university should try to ensure that its staff members obtain a
fair share of the proceeds derived from the utilisation of such IP.

In the case of research and development undertaken in collaboration with other organisations, the
university requires:

e That the IP interests of the university and its staff, students, post-doctoral fellows and visiting
lecturers are fully protected when contracts are concluded with such other organisations.

e That, in consideration of the above, a written agreement is concluded prior to the commencement of
the contract research with such other organisations concerning:
- the rights and obligations of all the parties involved in respect of IP that may emanate from the
research and development,
- the utilisation of such IP, including the granting of licences and commercialisation rights, and
- claims to and payment of royalties, as well as any other income derived from such IP.

Access rights

Access rights are the rights (e.g. licences or user rights) to use knowledge or pre-existing know-how,
given by the owners of the knowledge or pre-existing know-how, to others. Access rights to IP may have
been generated prior to, and/or independently of the project [‘background’ rights), or may be generated
during the execution of the project (foreground’ rights).

Where an outside organisation requests a staff member of the university to conduct a study in which
pre-existing IP, which does not belong to the university, has to be developed further or where a
problem relating to it has to be solved, the university’'s ownership rights are limited to the IP in the
improvements, enhancements and alterations to the pre-existing IP, and IP which arises during the
investigation or research, as well as any patents, plant breeder’s rights, designs or copyrights that
may arise in the course of developing the improvements, enhancements and alterations. In all such
cases, the relevant staff member must notify the Technology Transfer Office promptly of the use of and
dependency on the relevant pre-existing IP, so that the parties’ respective rights to the IP arising from
the research, can be clarified in the applicable written contract.
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Research ethics

The university should be committed to applying the values of equity, participation, transparency, service,
tolerance and mutual respect, dedication, scholarship, responsibility and academic freedom in all its
activities. This includes, by definition, all the research conducted at the university. A research ethics
policy should be established to specify the fundamental principles of research ethics and scientific
integrity which will underpin all research conducted at the university. Good science assumes ethical
acceptability according to internationally acceptable norms, and the responsibility for this lies with
every person conducting research under the auspices of the university.

The university should ideally also have at least the following ethics review committees to ensure that
all research activities at the university are conducted within nationally and internationally accepted
standards, as well as legislation related to ethics in research:

e Animal care and use committee.
e Research ethics committee: human research (non-health).
e Health research ethics committee: human research and clinical trials.

e Research ethics committee: environmental safety and biosafety.

These committees should all function under an overarching policy committee, such as a senate
research ethics committee.

Policies (general outlines)

IP policy

The IP policy should establish the requirements for:

e The ownership of IP by staff, students, visiting researchers, outside organisations and trademarks.
e The procedures for the protection and commercial exploitation of IP.

e The procedures for the commercial exploitation of IP through spin-off companies.

e The allocation of income derived from the commercialisation of IP.

Ethics policy

The purpose of an ethics policy framework is to establish the fundamental principles of research ethics
and scientific integrity, which should serve as the foundations for research conducted at the university.
The following issues should be included in an ethics policy:

e Fundamental principles of research ethics and scientific integrity.
e Research ethics committees: structures and processes.

e Research involving human participants.

e Research involving the care and use of animals.

e Research involving environmental safety and biosafety.
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e Financial aspects.

e Conflict of interest.

¢ |Intellectual property.

* Research collaboration.

e Scientific misconduct.

Conflict of interest policy

In order to uphold the credibility and integrity of the university and its personnel, the purpose of a
conflict of interest policy is to assist in identifying conflicts of interest or potential conflicts of interest;
establish a system for disclosure of conflicts of interest; provide guidelines for managing conflicts of
interest and assist in the resolution of disputes. The policy should specify the following:

e The obligations of the university to its individuals with regard to conflicts of interest, and vice versa.
* How to determine a conflict of interest.

e How conflicts of interest should be disclosed and managed.

e The consequences of failure to disclose a conflict of interest.

e The stepsinvolved in the resolution of a dispute.

Relevant policies and legislation should be taken into account when drafting a conflict of interest policy,
such as the university's financial policy, research contracts management policy, ethics policy, private
work policy, other human resources-related policies and so on.

FEC policy

The purpose of an FEC policy is to set a standard full-cost calculation basis for the calculation of the
costs related to research and research-related contracts at the university. The policy should specify the
following:

e When will full economic cost be applied?
e Who is delegated to give exemption on full cost?
* Price estimation of contracts.

e Full cost calculation:

- Direct costs.

- Indirect costs.

- How to calculate the costs: a user-friendly tool must be developed prior to implementation of the
policy, to ensure that researchers can do the correct calculations. An Excel spreadsheet with
drop-down boxes, and formulae worked into specific cells, can be used. Please also refer to the
part headed 'Full economic cost” at the beginning of this section.

Research contract management policy

The process of registering, negotiating and signing externally funded research and research-related
contracts should be described. A template for a declaration letter should also be provided. Responsibilites
should be clearly defined and assigned to relevant internal parties/personnel. Please also refer to the
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part headed ‘Research and research-related contracts’ in section 4 of this document.
Formulating policies

An implementation plan is essential for all policies. In addition, successful implementation of policies is
crucially dependent on effective communication from the start, to ensure staff buy-in.
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Appendix 1: Risk-benefit analysis template

The template provided in this Annexure is currently used by Stellenbosch University's Research
Contracts and Grants Office. Where relevant, the document refers to specific South African legislation.
Institutions should consider their own policies and compliance with the legislation of their own
countries when preparing policy documents and standard research agreements. Note that 'SU" stands
for Stellenbosch University throughout the document.

&L UNIVERSITEIT-STELLENBOSCH-UNIVERSITY

jou kennisvennoot-your knowledge partner

RISK-BENEFIT ANALYSIS
for research-related contracts

CLIENT REF. NUMBER
RESEARCHER VALUE
DEPT DURATION

FULL COST: Project budget submitted and KEY DELIVERABLES
approved: [YES / NO / NA] Project Title:
Deliverables:

1.

CONTRACT TYPE

Consultation contract (Report or SLA)
Analytical tests contract

Consortium Agreement

Material Transfer Agreement (MTA)
Clinical Trial

Research Contract

Confidentiality Agreement (NDA)
Grant Agreement

Subcontract (where SU is client)
Memorandum of Understanding (MoU])

2.
3.
4

(
(
(
(
(
(
(
(
(
(

SU Standard Contract [YES / NO]
Modifications effected? [YES / NO]

RISK-BENEFIT SUMMARY

Key risks Comments Actions required

General comments:

ASSESSED BY: DATE: SIGNATURE:

Continued...

Research contract management



RISK-BENEFIT ANALYSIS

RISK COMMENTS

1 CONTRACTUAL DELIVERABLES

Scope of work:
Is the scope of work clearly defined? [YES /NO / NA]

Ability to deliver:
Does SU have inherent ability to deliver product

or service? [YES /NO / NA]
Can SU terminate the contract if key staff are not in
SU’s service for whatever reason? [YES/NO/ NA]

(In this regard consider the project description [scope of
work], as well as the Declaration Letter))

Milestones:

Are the milestones clearly defined? [YES / NO / NA]
2 FINANCIAL CONTROLS

VAT calculated? [YES / NO / NA]
Institutional levy included? [YES /NO / NA]
Other overheads requirements from funder? [YES / NO / NA]
Payment terms specified? [YES / NO / NA]
Reserve Bank approval? [YES / NO / NA]
PFMA requirements in agreement? [YES/ NO / NA]
Reimbursement of surplus? [YES / NO / NA]
Interest a requirement? [YES / NO / NA]
Specific audit requirements? [YES / NO / NA]
Exchange rate? [YES/ NO / NA]
Is forward cover necessary? [YES/ NO / NA]
[Consider cover for income and expenses, as well as

the contract amount.]

Have concerned environments confirmed in writing

that possible exchange-rate losses will be absorbed

by the environment? [YES / NO / NA]
Flowing of funds to third parties [YES / NO / NA]

1f >50% of funds flow through to a third party, consider
if SU is adequately compensated for remaining services?

Return of equipment to client after completion of project | [YES/NO /NA]

Full cost [YES/NO / NA]

3 CONFIDENTIALITY

Term during which research results must be kept
confidential? [YES / NO / NA]

Has the student signed the NDA? [YES / NO / NA]
To ensure that researchers are required to arrange for
students to sign NDAs on confidential projects.

Do mutual terms and conditions apply? [YES / NO / NA]
(In this regard consider mutual terms and avoid terms
of more than 5 years.)

4 PUBLICATION RIGHTS

Are SU's rights to publish entrenched? [YES /NO / NA]
(In this regard consider the reasonableness of the
consultation period with client before publication may
proceed.]

Continued...
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5 REPUTATION

Is there a publicity clause that prevents the client
from using SU’s name, logo or trademark for its own
publicity and/or marketing purposes?

(If so, describe terms and conditions.]

[YES / NO / NA]

Are SU trademarks used?

[YES / NO / NA]

Does the country where the client is domiciled have
diplomatic links with RSA? Are there any other socio-
economic and/or political reasons why SU should be
cautious prior to entering into a contract with this client?

[YES / NO / NA]

6 LIABILITY & INDEMNITY & INSURANCE

Insurance:
Are there minimum or specific insurance requirements
and are these covered by SU?

[YES / NO / NA]

Limitation of liability:

If no clause - use SU clause.

Consider the reasonableness of the consequences of
non-performance: limit to contract amount excluding
consequential damages.

EU-Belgian law: ALL liabilities must be fully defined as
Belgian law does not recognise distinction between direct
and indirect loss.

Joint and several liability.

[YES/ NO / NA]

Does SU accept liability for subcontractors?

[YES / NO / NA]

NDAs: Limit liability to direct costs

[YES / NO / NA]

Warranties:

Are the warranties mentioned? [Please list.)
IP-related warranties to be signed off by InnovUS.
Other warranties to be signed off by DRD.

Avoid ‘Best endeavours/efforts’. Rather use
‘Reasonable efforts’.

[YES / NO / NA]

7 CONSORTIUM AGREEMENTS

Is the clause pertaining to the Steering Committee
properly considered?

(If the contract is a consortium agreement, the clause
pertaining to the Steering Committee must be properly
considered, taking into account, among others, i] the
number of committee members, ii] SU's right to vote, iii)
rights and duties of the committee, iv] mandate of the
committee, v] Chairperson, vi] appointment and number
of committee members.]

[YES / NO / NA]

8 TERMINATION

In the event of SU non-performance?
In the event of client non-performance?
Adequate terms and notice period?

Clinical trials - phase out period?

9 USA REGULATIONS / NIH REGULATIONS / EU REGULATIONS

Can SU comply with the requirements?

Other regulations?

[YES / NO / NA]

Continued...
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10 ETHICAL COMMITTEE APPROVAL

Has Ethical Committee approval been obtained? [YES/NO / NA]

11 MTA - GENERAL

Is the material that will be transferred, properly defined? | [YES/NO/ NA]

Incoming or outgoing MTA? [Incoming / Outgoing]
12 HUMAN BLOOD OR TISSUE
Has consent been given by patients? [YES /NO / NA]

Has Ethical Committee approval been obtained?
Import/export permits obtained?

Receiving/providing material?

13 BIODIVERSITY/GMOs

Is an additional MTA necessary? [YES/NO/ NA]
Plant material - are permits required and have they
been obtained? [YES / NO / NA]

14 JURISDICTION

Which country’s jurisdiction applies?

Where applicable, which court has jurisdiction?

If Belgian - refer to 6. Limitation of liability - ensure it is
properly addressed.

If USA - inform SU's insurance policy unit.

15 INTELLECTUAL PROPERTY

Consider: Ownership of report (copyright); ownership of
background IP; ownership of new IP; SU’s right to use
new IP for research purposes; commercialisation rights;
exclusivity.

16 FORCE MAJEURE

Ensure clause is reasonable and not ‘open-ended’.

16 NOTICES

Ensure that Contracts Office receive notices.

Expressions to watch out for:

e Time s of the essence.

¢ Indirect/consequential loss.

e Liability for ‘any’ loss in indemnity clause.
e Full title guarantee.

e Joint and several liability.

e Best endeavours versus reasonable efforts.
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in full-cost policy development and implementation in South Africa. She serves on various national
forums and has presented various papers and workshops on this topic at national meetings and
conferences.

Alweri Enslin and Mark Mulder, qualified attorneys, practising as legal advisors in the Research
Contracts Office, are well equipped to deal with all legal aspects and associated risks of research-
related contracts. Both have attended various international and national training events (WIPO
programmes in IP and Praxis Unico Training Courses) and by implementing the knowledge generated
during these training courses, have expanded and improved the intellectual capacity and risk-
management abilities of the Research Contracts Office tremendously. This knowledge has also been
generously shared with other African institutions through the presentation of warkshops on various
national and international occasions, with excellent feedback from the attendees.

Cornelia Malherbe heads up the Research Contracts Office at Stellenbosch University. In 2004 she
was appointed as the project manager for the development and implementation of the Research
Contract Management System and Research Contracts Office, and was therefore responsible for the
development and implementation of various contract management policies at Stellenbosch University,
as well as for ensuring that the contract management system complies with various corporate
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Sarita Groenewald and Sinazo Peter are both involved in the management of research grants, from
proposal development stage, right through to post-award management. Their involvement in managing
National Research Foundation programmes, and the fact that they are scientists themselves, is very
valuable to researchers and the research management office.

Working closely as a team, the authors have presented various workshops on contractual matters and
associated risks to Stellenbosch University researchers, and have reached over 300 academics through
this initiative since 2011. The topics of these workshops were: (i) Full Costs, Research Contracts and IP,
(i) Financial and Contractual Compliancy of National and International Grants and (iii) Understanding
the Policies Relevant to the Management of Research Contracts. These workshops were presented
locally to researchers and research managers as well as to various RIMI4AC partners. The Southern
African Research and Innovation Managers Association invited the authors to present a workshop on
full economic costing, research contracts and intellectual property in November 2011, which was rated
as highly successful. In the words of attendants of the workshop presented at the University of Ibadan,
Nigeria, the workshop was deemed ‘very enlightening” and ‘inspiring” and the presenters were praised
for their knowledge and ability to present the workshop in a ‘lively, exciting and interactive’ manner. In
the words of a researcher: ‘| can never get enough of this inspiring workshop. It is an invaluable eye-
opener.
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opportunity to further develop our own intellectual capacity, as well as share it with others in support of
better research contract and research management.
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The papers in this series

As part of the RIMIAAC project, five papers were commissioned to help ensure that the work
undertaken at institutional and regional level both reflects and feeds into wider policy debates. The
papers are all available on the project website at http://www.rimi4ac.net/en/, and are listed below.
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Alphonsus Neba

Project management
Karin Dyason and Jonathan Harle

Research contract management
Gretha Cronje, Alweri Enslin, Sarita Groenewald, Cornelia Malherbe, Mark Mulder
and Sinazo Peter

A case study on the state of research management in the Caribbean
Tashoya Streete, Martin Henry, Paul Ivey, Gossett Oliver

Strengthening the mechanisms of competitive research funding and peer review in Africa
Jay Kubler
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