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Materials Transfer in Academia

Objective of this Brochure

This brochure about transfer of biological materials ad-
dresses many of the issues in the ongoing national tech-
nology transfer debate. It is provided in an effort to
create better understanding between scientists in com-
mercial and academic laboratories, as well as berween
academic investigators and their administrative support
staff. With improved understanding of the goals and the
process, we believe that the beneficial exchange of mate-
rials will be more timely while avoiding risk to academic
principles.

The brochure, much of it in question and answer for-
mat, is for faculty who are or will be involved in the
exchange of research materials either with industry col-
leagues or with academic colleagues ourside the home cam-
pus. It provides explanations for the procedures and agree-
ments that cover transfer of incoming and ourgoing re-
search materials. The brochure points out potential prob-
lems in draft agreements sent by the providers of materi-
als, and it explains the consequences of accepting agree-
ment terms that are overly broad or restrictive. While the
focus is on biological materials, the issues discussed are simi-
lar for samples of chemical compounds, other types of tan-
gible research materials and even for some types of software.

Different objectives lead to different
expectations.

Institutions involved in the exchange of unique materi-
als include federal laboratories, industrial research labo-
ratories, and laboratories in universities, hospitals, or
independent research institutes. Given their diverse struc-
tures and missions, these entities are likely to have their
own specific expectations regarding “compensation” for
the help they provide. The desired compensation may
range from acknowledgment in a publication to owner-
ship of inventions made with the aid of the provided
material, depending on the purpose of the providing
entity.

Consistent with its mission, industry enhances and de-
fends its commercial interests vigorously. To reward



its investors and be successful, industry needs to off-
set risk by acquiring and protecting exclusivity in the
market that either can be obtained under patent law
or by use of trade secrets. Industry’s mission is clear
and unconflicted.

In contrast, the federal government and its academic
grantees have several missions that are not always con-
sistent. First is a mission to preserve the flow of ideas for
public benefit, primarily through timely publication.
Second is a mission to serve as the publics steward of
inventions by preserving the potential for new knowl-
edge to generate a product from which the public may
benefit. The latter mission was encouraged in law start-
ing in 1980. There are times when these two missions
seem to conflict, making it difficult for federal labs, uni-
versities, hospitals and independent research institutions
to maintain consistency. The most frequent example of
the clash of internal academic goals is found in the ma-
terial transfer agreement. It is the attempt to balance
these conflicting goals that has triggered the increased
care and rigor in the negotiation of material transfer
agreement terms. The unfortunate consequence of this
increased attention is the delay in the material exchanges
that is so frustrating to investigators. The fortunate con-
sequences are less easy to appreciate, because they mani-
fest themselves as an absence of downstream problems.

When scientists began warning that the progress of re-
search was increasingly hampered by lengthy MTA ne-
gotiations, universities and the National Institutes of
Health (NIH) took action by joining to develop a
standard material transfer process for transfers be-
tween academic entities. There is a discussion of the
Uniform Biological Material Transfer Agreement

(UBMTA) in Q&A #10.

The exchange of materials between universities and in-
dustrial laboratories is often difficult, and despite some
ongoing efforts, is not likely to be standardized in the
near future. Irrespective of whether or not such agree-
ments can be successfully standardized, it is critical to
realize that the agreements that cover these exchanges
are contractually binding upon the parties, and that breach
of these agreements creates a legal and financial risk for the
institutions and investigators involved.



Twenty Questions and Answers About
Material Transfer Agreements

The recurring questions in this area do have answers,
and there are even some solutions to problems. By
and large, all who work with material transfers in
universities want to help investigators acquire ma-
terials to advance research, but they also want to
make sure that an MTA agreement does not fore-
close an investigaror’s freedom to select a future re-
search problem, and that their institution can live
up to its contractual obligations. The questions be-
low deal with:

*  whar hinders agreement on MTA terms? QL9

* timeliness of negotiation (Q10-12)

* authorization to negotiate and enforcement
(Q13-14)

¢ financial or other costs of transfer (Q15-16)

* responding to federal regulations on transfers

(Q17-20)



1: - Why isn’t material transfer informal and

collegial, rather than bureaucratic and
legalistic?

From the point of view of advancing science —
the process should be as simple as possible, but
providers of materials want to have written agree-
ments to be sure that there is a common understand-
ing of how the materials can be used. Unfortunately,
some proposed agreements undermine an academic
scientist’s ability to carry our future work with free-
dom, or place investigators and their universities at
unnecessary risk. Since MTAs are actually binding
contracts, both the scientists and the academic in-
stitutions are obliged to live up to the provisions
they contain. If the provisions conflict with academic
missions or create unnecessary risk, the institutions
usually feel obligated to remove the conflict by
changing “problem” MTA terms.



What MTA terms frequently raise
problems?

7 ! ‘erms that:
(a) restrict academic freedom

(b)  assert excessive rights of ownership

{c) ask for inappropriate indemnification
by the university



How do agreement terms restrict
academic freedom?

The most obvious restriction on academic free-
dom is a limitation on the ability to publish
the results of research. Many agreements may re-
quire the investigator to provide an advance copy of
any manuscript or proposed public disclosure of re-
sults obtained with the material. The purpose is not
unreasonable. It is to allow the provider to deter-
mine whether its own confidential information (if
any) has been improperly disclosed in the manu-
script or presentation, and whether there are new
intellectual property rights that may be important
for the provider to know about, and to protect.
When this provision is couched in equitable lan-
guage, the recipient investigators and their institu-
tions still need to decide whether they can comply
with such a restriction, and if not, the agreement
should not be signed. In some agreements, the pub-
lication provision may be stated in unacceptable lan-
guage. The language may give the provider control
of publication, and may assert that nothing is to be
published or otherwise disclosed without provider
approval. Other agreements may demand excessive
delays. Typically, universities will not accept lan-
guage controlling publication in this way, even if
their investigators are, for some reason, willing to
agree. For another type of restriction on academic
freedom, see the next question and answer.



Why is there concern about ownership
rights?

\ X Jhile it is quite obvious that the physical ma-
terials are the property of the provider, pro-

viders may also assert ownership not only to the
physical material being provided, but also to new
materials created by the recipient or inventions made
through the use of the provided materials. Thus,
some agreement terms may cause the recipient to
lose control of his/her own creations, including in-
ventions and intellectual property. This not only
represents a direct loss, but can cause indirect dam-
age by limiting the freedom of the recipient to con-
tinue a line of inquiry because he/she no longer owns
his/her research results,

An MTA may also include a more subtle kind of
capture of intellectual property rights. While an
agreement may not claim actual ownership, it may
award the provider an automaric license to resulting
intellectual property for little or no compensation.
Nonetheless, when a company makes what it regards
as available materials available for use in university
research, it generally expects some access to result-
ing intellectual property. This might be in the form
of granting the provider an opportunity to negoti-
ate a license so that the company can develop the
intellectual property into useful products. However,
since the provider of the material is (usually) not
funding the research, the institution needs to en-
sure that its intellectual property obligations to those
sponsors who are funding the work do not conflict
with the proposed obligations to the provider of the
material. Because so much academic research is fed-
erally funded, it may be important to clearly ac-
knowledge in the MTA the rights of the federal gov-
ernment regarding inventions that may be made with
the material.’ Similar issue may exist for other
sources of sponsorship.

i



Terms which give the provider licensing rights to
resulting intellectual property must be carefully
crafted o ensure that (a) the rights of research spon-
sors are protected, (b) the licensee company will dili-
gently develop the intellectual property for public
use, and (¢} the university receives fair compensa-
tion for its contribution. Still it must be recognized
that granting the provider licensing rights does limit
the investigator’s ability to seek future research fund-
ing from competitor companies to continue this re-
search. The bottom line is that getting the material
may open new avenues of research, but careless ac-
ceptance of terms that surrender intellectual prop-
erty rights may close them down.

Returning to an earlier point, with biological mate-
rials capable of self-replication, there has been quite
extended analysis of the dividing line between what
the provider and the recipient should equitably own,
and this is summarized in the table below. While
looking at this table, bear in mind that in contracts,
the usual meaning of words is often changed by es-
tablishing internally “defined terms” with meanings
that are different than those in the table, and which
are set by the contract itself. When a contract is in-
terpreted by the court, it is the internal definitions
that count the most.
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Desirable Definitions of Terms in
Material Transfer Agreements

Material

The physical substance being transferred, but
in a proposed contract the term may be
definitionally enlarged to include other
items, including confidential information
about the material, and the forms of the
material which may arise from replication
and maintenance in the recipient laboratory
{see: Progeny, Derivatives). Occasionally, the
proposed definition of “Material” in agree-
ment drafts may even include new intellec-
tual property arising through the use of the
transferred material. (see: Modifications)

Progeny

Usually means the descendant copies of the
material that are produced in the recipient
laboratory as a result of replicarion (e.g. cell
division, DNA copying). The implication is
that progeny material is an essentially un-
changed copy of the originally provided ma-
terial, and thus is provider-owned.

Unmodified

Derivatives

Usually means products of the original trans-
ferred material (e.g. monoclonal antbodies
secreted by a hybridoma cell line) and these
are also considered to be provider-owned.
When the term “derivatives” is used in a con-
tract, it should be clarified whether or not
this term includes more than unmodified de-
rivatives.

Modifications

Usually means modified derivatives {cf. Un-
modified Derivatives) of the original mate-
rial (e.g. the original provider-owned DNA
molecule or a fragment thereof newly em-
bedded in a recipient-owned expression vec-
torand using a recipient-owned promoter).
Modifications with new utility thar in-
clude material from both the provider and
the recipient may be inventions with own-
ership vesting in both the provider and the
recipient, but each individual case must
be well understood for such conclusions
to be reached.



What is indemnification, and what is the
importance of limiting indemnification
requirements?

Indemniﬂcation is akin to releasing the provider
4 from responsibility to make good on damage oc-
curring as a result of provider action or inaction. It
is a shifting of economic responsibility. An agree-
ment term may require that the recipient institu-
tion indemnify the provider against any damage that
may occur through use of the material, implying that
the provider is not responsible even if the material
was provided without proper warnings as to associ-
ated hazards or needed precautions. Some marterials
are in fact hazardous to the user, and academic in-
stitutions tend to require that such hazards be dis-
closed and that the provider take responsibility for
negligence in disclosure of known hazards. This
position is aimed at maintaining safety of employ-
ees, not all of whom may be equally knowledgeable
about hazards. In addition, many state universities
and the federal laboratories may not legally agree to
indemnifications because of explicit statements in
the laws that govern them.
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How is ownership of combination
materials determined when several
parties have contributed the physical
materials that are now combined?

Equitable ownership of materials is determined
in much the same way as ownership of intellec-
tual property. Thus the owner of the expression vec-
tor with unique characteristics and the owner of the
newly cloned gene which is to be inserted into that
vector are co-owners of the resulting engineered
material. If it is commercialized, all co-owners should
benefit, and this can be managed with the help of
the technology transfer office. Difficulties arise when
the academic investigator who does the engineering
has recetved the two materials from two different
providers, or has made one of the materials under
company sponsorship. In such a situation it is quite
likely that the terms of the agreements (MTA agree-
ments or research sponsorship agreements) cover-
ing the two materials are in conflict. This type of
conflict should be avoided, and company providers
are now often requiring investigators and their in-
stitutions to state in the agreements that no such
conflicts currently exist, and none will be altowed
to develop. Great care should be exercised in agree-
ing to such restrictions.



How does loss of control of intellectual
property limit future research paths?

f preemptive MTAs cloud ownership rights, in

vestigators may be restricted in their ability to in-
teract with a future sponsor. Even when investiga-
tors feel unfettered because their present work is
federally supported, they may eventually need a com-
mercial developer to convert an invention into a real
product from which the public can benefit. Intel-
lectual property terms in MTAs may prevent the in-
stitution from conferring rights on a future devel-
oper, just as a lien on real property may prevent sub-
sequent transter of title. No sponsor wants to pay
for research benefits that it cannot have. In addi-
tion, the terms of an MTA may make it difficult to
collaborate with other scientists.
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Is there an option for an institution to
forego ownership rights?

Investigators may be willing to forego inventor’s
rights because they believe it would expedite MTA
processing, and intellectual property rights and com-
mercialization are not that important to them per-
sonally. Investigators who have federal funding
should be aware that although the federal govern-
ment does not demand active participation in com-
mercialization by anyone, it does require that its
grantees avoid impeding commercialization. Thus,
federally-supported investigators and their institu-
tions are obligated to report inventions, and if title
to inventions will not be claimed by the institution,
the government requires sufficient notice to be able
to take title itself and file patents when warranted
[37 CFR 401.14(c)(1-3}]. Thus the institution can-
not “give away” rights which it has previously agreed
cither to claim itself or waive to the federal govern-
ment. Obviously, some judgment must be exercised
in deciding what kind of research finding consti-
tutes an “invention.” Investigators can get advice
about what is reportable from the office responsible
for invention disclosures.



Why is it useful to use MTAs when
materials are being sent to academic
colleagues?

It is no doubt true that many transfers within
academia are still informal, even though the use
of an MTA is recommended so that disputes about
use do not arise. The National Laboratories may have
rules that require agreements in order to transfer ma-
terials outside the Laboratories. However, there is
one type of situation that actually requires use of an
agreement. If a material ro be rransferred includes
material that is still owned by a third party provider,
furcher transfer of that material is almost certainly
contractually restricted by the MTA or other agree-
ment that covered its receipt. It is improper to trans-
fer material that was received even in part from an-
other source with obligations attached to it. How-
ever, it is often possible to transfer material anyway,
provided that the new recipient agrees to honor the
obligations imposed by the original provider. Pro-
viding the material without such an agreement can
provoke litigation.

Even if the material to be transferred is owned free
and clear by the provider, informal transfers done
without MTAs confer little protection on either the
provider or the recipient. As more faculty members
become interested in working with industrial sponsors
and in developing inventions that can be licensed to
provide income to the inventors and/or to the labora-
tory, there is a need to establish the ownership of in-
ventions. Even if investigators are not personally inter-
ested in working with industry, they may still want to
forestall having their inventions commercialized by
others without any compensation to the creator. In
addition to intellectual property concerns, there are also
other issues to consider, such as protection of an inves-
tigator and institution against liability arising from
potential misuse (whether unintentional or negligent)
of hazardous material by another party.
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