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:-

Vassilis L.
Vice President for Research and Innovation

SUBJECT: Approval of Indemnification Provision in a Material Transfer Agreement
with Uppsala University, Sweden

SPECIFIC ACTION REQUESTED:

It is requested that the Board of Regents approve an indemnification provision in a Material
Transfer Agreement (“MTA”) between the University of Hawai’i and Uppsala University, Sweden
(“Uppsala”).

RECOMMENDED EFFECTIVE DATE:

The recommended effective date is upon Board of Regents (“Board”) approval.

ADDITIONAL COST:

No costs are associated with this request.

PURPOSE:

The MTA will allow Dr. Hideki Furuya of the University of Hawai’i Cancer Center to obtain
Formalin-fixed and paraffin-embedded (“FFPE”) tissues from Uppsala University, along with
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associated coded personal data. This research material will be used to conduct
immunohistochemistry and investigate the clinical relevance of biomarkers in breast cancers.

BACKGROUND:

Pursuant to HRS § 304A-1 11, Board of Regents approval is required before the University may
enter into a written material transfer agreement with the institution providing the research
materials where, among other obligations, the agreement requires the University to indemnify
the provider.

NATURE OF RESEARCH AND ANALYSIS OF UNDERLYING RISKS OF RECEIPT OF
RESEARCH MATERIALS:

Using the FFPE tissue slides provided by Dr. Fredrik Warnberg, Assistant Professor at the
Department of Surgical Sciences, Uppsala Academic Hospital (the “Provider”), Dr. Hideki
Furuya and members of his laboratory will perform immunohistochemistry to investigate the
clinical relevance of biomarkers in breast cancers.

Drs. Charles Rosser and Furuya have determined that there are no risks that they know of to
humans or any danger to UH equipment or facilities. FFPE tissue samples are not considered
to be a biohazard. The collected tissues were fixed in a fixative (formalin), which kill any
organisms in the tissues. Furthermore, the quantity of each tumor on the slide of the Tissue
Micro Array Sections is about the size of a pencil point. In addition, Tissue Micro Array Sections
are a very commonly used laboratory material. The benefit of this technique is that instead of
collecting 500 human tumors, only one microarray containing all 500 tumor samples are present
on one slide. To replicate these samples, it would take up to five years at an estimated cost of
$20,000. Thus, obtaining this material from Uppsala is more efficient and cost effective to the
investigator.

The material does not require the use of special equipment and will not be used by or
transferred to anyone outside of Drs. Rosser/Furuya’s laboratory. The material will be shipped
in accordance with established state and federal regulations and in compliance with procedures
established by the University’s Environmental Health and Safety Office (EHSO).

Although this is the first collaboration with Dr. Warnberg, Drs. Rosser and Furuya have been
collaborating since 2014 with Dr. Ulrika Segersten from Uppsala, the same University where Dr.
Warnberg is employed. They are now preparing a paper from the collaboration based on the
Tissue Micro Array Sections obtained from Uppsala. The investigators from the University will
be co-authors. The investigators do not expect intellectual property to be generated.

INDEMNITY LANGUAGE IN MATERIAL TRANSFER AGREEMENTS:

The MTA with Uppsala requires that the University, as the recipient, “indemnify and hold SP
[sample provider] and its employees risk-free against any loss, claim, and damage caused as a
result of the use, storage or transport of the biological materials and/or coded personal data
under this agreement” (see MTA, section 9).
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The University Office of Export Controls (“OEC”) requested that the indemnity provision be
eliminated, but was informed by Dr. Fredrik Warnberg, that the MTA used by Uppsala is a
Swedish national document and changes are not allowed.

INDEMNIFICATION STATUTORY REQUIREMENTS:

In pertinent parts, HRS § 304A-1 11 authorizes the Board to indemnify collaborating institutions
that transfer research materials to the University for research or training purposes:

Indemnification of collaborating institutions.

(a) The board of regents may indemnify collaborating institutions from claims arising against
them for the gross negligence or willful misconduct of the university’s officers, employees, and
agents in the course of their employment, in connection with the university’s use, storage, or
disposal of materials owned or licensed by a collaborating institution that are purchased by the
university from or transferred to the university by the collaborating institution for research or
training purposes.

(b) The university shall use the material transfer agreements recommended and approved by
the Association of University Technology Managers (AUTM) to confer the indemnification
authorized by this section.

(C) Indemnification claims authorized by this section shall be payable solely from the moneys
and property of the university and shall not constitute a general obligation of the State or be
secured directly or indirectly by the full faith and credit of the State or the general credit of the
State or by any revenues or taxes of the State. The board of regents may obtain loss insurance
to cover the liability of the university that may arise under this section; provided that loss
insurance for the university shall be at the university’s expense.

The Board’s attention is directed to two aspects of HRS § 304A-1 11.

First, the reference in Subsection (b) to MTAs approved by the “Association of University
Technology Managers” is incorrect or outdated. There are no relevant MTAs currently
recommended and approved by the AUTM for use by the University. By approving the
indemnification to Uppsala, the Board will implicitly authorize the Administration to use material
transfer agreements that are not strictly those templates used by the Association of University
Technology Managers. The University will then be better able to follow current and “best
practice” formats as the forms are developed particularly for international collaborations.

Second, HRS § 304A-1 11 does not specify the internal approval and review procedures leading
up to Board approval for indemnification. The Board is familiar with the HRS § 304A-110
procedures to indemnify a research sponsor. In brief, the procedure requires favorable review
by the University General Counsel, a risk assessment and insurance coverage analysis by the
University Chief Financial Officer, and approval by the President. HRS § 304A-1 11 concerning
material transfer agreements similarly grants indemnification authority to the Board, but does
not specify in detail the internal approval procedures. For this MTA with Uppsala, the University
Administration has adopted the sponsored research internal review and approval procedures to
use for material transfer agreements. Approval of this MTA with Uppsala will indicate that until
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and unless later superseded, the internal review and approval procedures used for sponsored
research agreements will suffice for material transfer agreements.

On October 16, 2014, the Board approved a similar international material transfer agreement
with Aarhus University in Denmark.

ACTION RECOMMENDED:

It is recommended that the Board of Regents approve the indemnification provision in a Material
Transfer Agreement (“MTA”) between the University of Hawaii and Uppsala University, Sweden
(“Uppsala”).

Attachment

c: Cynthia Quinn, Executive Administrator and Secretary to the Board of Regents



Nationelit biobanksrôd: AVTAL om overfaring av biologiskt material Engelsk MALL Version 1.1

AGREEMENT on the transfer of biological material

The purpose of this agreement is to regulate the parties’ responsibilities when biological material
and associated coded personal data is to be transferred from a sample principal to a recipient, who
will use this for a research project that has been approved by an ethics committee in Sweden.

The agreement is both an agreement on the transfer of biological material and a personal data
assistance contract. Moreover, it regulates how the biological material and associated coded
personal data should be handled on expiry of the agreement so that the material and the coded
personal data no longer can be used for research or any other purpose.

1. PARTIES

This agreement on the transfer of biological materials (agreement’) is signed between the sample
principal, “SP” (health care or research principal) responsible for sample [Landstinget UppsalaJ in
Sweden and recipient of samples [University of Hawaii, on behalf of its Cancer Center and Principal
Investigator, Dr Hideki Furuya, with an office at 701 Ilalo Street, Honolulu, HI 96813] ( recipient ),
hereafter referred to, as a parties.

Recipient cannot assign or sublicense its rights or obligations under the agreement to any third party
without prior written permission by SP.

2. BACKGROUND

SP is in possession of a certain biological materials and associated personal data, which need to be
analyzed within the framework of the research project [short description of your project. we have
ethical approval to study this cophort and to send slides to Canada and US. Ethical approval: Uppsala
University: Dnr 2005:118 and amendment 2014-08-13.]. SP collaborates with the responsible
researcher for the specific research project (see paragraph 5).

The parties wish the recipient to be able to analyze certain biological material in a research project
and the SP agrees to make the mentioned material and associated coded personal data available to
the recipient for the specific research project purposes.

3. TRANSFER OF BIOLOGICAL MATERIALS AND DATA

SP undertakes to assist the recipient with the biological material specified in attachment 1, for
specific analyses and associated data. The biological material and associated coded personal data for
analysis is provided in anonymised form, i.e. coded samples and coded personal data so that an
individual donor cannot be identified2.

SP undertakes to keep a code key for the identification of samples and the coded personal data
during the contract period. The recipient acknowledges that SP can not to send any information
about the sample or personal data that can identify the sample donor. Personal data under this
agreement means any information that directly or indirectly attributable to a natural person who is

1
Principal of the samples. A principal is the authority or organization that holds the legal and economical responsibility for
the daily operations. An individual researcher can never be principal.

2
Note that even encoded or encrypted data is personal data as long as code or encryption key is left, (personal data), for
which SP is responsible.
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alive. All rights to the transferred biological material and associated coded personal data remain with
the SP.

4. PERMITTED USE etc.

SP declares that the collection of biological materials and personal data for the research project has
been approved by an ethics committee in Sweden. SP makes no representations that the use does
not infringe any rights of third parties.

The recipient undertakes to perform the analysis, as described in the research plan in attachment 2.
The recipient also agrees to only use biological materials and related coded personal data in
accordance with this purpose and not for any other purpose.

The recipient acknowledges that the biological material is made available for experimental use only
and should not be used in humans.

The recipient agrees to only use the submitted biological materials and coded personal data, as
described in attachment 2, in accordance with applicable laws, regulations, policies, guidelines,
ethical standards.

5. ACCESS TO THE BIOLOGICAL MATERIALS AND DATA

The recipient agrees to ensure that only those persons involved in the research project according to
representatives of SP biobank in Sweden and responsible researcher3 for the research project
[Fredrik Warnberg, Department of Surgery, Uppsala Academic Hospital, S-751 85 Uppsala, +44 (O)7O
6146251, fredrik.warnberg@akademiska.se I in Sweden have access to and the use of biological
materials and br personal data for research.

The recipient agrees to ensure that only authorized laboratory personnel in the recipients
business/organization performs analysis of the biological materials and /or personal data.

6. SUBCONTRACTORS

The recipient agrees to ensure that this agreement is to be forwarded to any subcontractor prior to
any transfer biological materials and br coded personal data is made to them. The recipient also
agrees to ensure that any subcontractor shall handle the biological material and I or coded personal
data in accordance with this agreement.

7. SECURITY FOR BIOLOGICAL MATERIAL AND PERSONAL DATA

The recipient agrees to ensure that biological materials and associated coded personal data are
protected from unauthorized use and of theft.

The recipient agrees to meet the requirements and instructions from the SP in attachment 3.

The recipient acknowledges that it under no circumstances shall use coded personal data transferred
under this agreement to identify individuals or to contact any individual whose biological material it
has dealt with. If the recipient becomes aware of any unauthorized use or disclosure of the use of
coded personal data, the recipient undertakes to contact SP without delay.

The researcher that is responsible for the research project. For example principal investigator, national
investigator or sample collections responsible person.

Sidan 2
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SP agrees to provide the recipient with information on specific study parameters such as registry
data, and to correct, limit, withdraw or delete data on a specific object of study.

8. RESULTS AND PUBLICATIONS

Results and publication of data processed in accordance with this agreement may subject to separate
agreements between the responsible researcher and the recipient.

9. INDEMNITY

SP is not responsible for the recipient’s use of biological materials and / or coded personal data in
case of loss, damage or liability which may arise from or in connection with this agreement or the
equivalent in case of storage or transport of materials and coded personal data to the recipient.

The recipient agrees to indemnify and hold SP and its employees risk-free against any loss, claim, and
damage caused as a result of the use, storage or transport of the biological materials and / or coded
personal data under this agreement.

10. TERM AND TERMINATION OF THIS AGREEMENT

This agreement shall enter into force on [2015-10-011 and shall remain in force [for five years or]
until research under the research plan has been completed, whichever occurs first.

This agreement may be terminated by either party for any reason, by giving the other party thirty
(30) day’s written notice.

SP has the right to terminate this agreement with immediate effect if the recipient is in breach of its
obligations under this agreement or is bankrupt or under liquidation.

11. TERMINATION OF TREATMENT OF BIOLOGICAL MATERIALS AND DATA

The recipient agrees to on expiry of this agreement to stop the use of biological materials and coded
personal data.

The recipient also agrees to return or destroy any residual biological material and copies of coded
personal data obtained by SP, when the research according to the research plan is complete, or
within thirty (30) days after termination or expiration of this agreement, whichever occurs first.

State the estimated end date for using the biological materials according to this agreement

State when the analysis is planned to be finished (year, month): 202012

Samples will be:

Completely consumed during analysis.

Destroyed after analysis. Estimate date for destruction of samples (year, month): 202012

Returned after analysis. Estimate date for return of samples (year, month):

Other:
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The responsible researcher and the recipient are responsible for the destruction or return of
biological materials and coded personal data.

The recipient shall however have the right to retain such copies as are required to comply with
applicable laws, rules and regulations.
12. OTHER

No provision of this agreement may be amended, modified, except by written instrument duly
executed by the parties.

All communications concerning this agreement shall be in writing and shall be delivered to the
address indicated below, unless party has specifically been notified by the other party of another
address for this purpose.

Message is delivered in person, by mail, e-mail or fax. A receipt shall always be provided for each
received message.

13. APPLICABLE I.AW AND DISPUTES

If cooperation /funding agreements also exist - check that they match and add regulation in one of
the agreements.

This agreement is governed by Swedish law and disputes arising in connection with this agreement
shall be primarily resolved through mediation under the rules of the Stockholm Chamber of
Commerce Mediation Institute (5CC).

If the dispute can’t be resolved by mediation it shall be settled by arbitration administered by the
Stockholm Chamber of Commerce Arbitration Institute (5CC).

This agreement is issued (2) original, where both parties have taken one (1) each.

CONTACT AND SIGNATURES

Sample principal “SP” (name of principal):

Name of Biobank: Biobank no. (NBHW):

Uppsala Biobank $27

Contact

Recipient (name of company or laboratory):

Authorized representative for SP Biobank in
Sweden

Authorized representative for recipient
(laboratory/analysis unit within or outside
Sweden)

Name:

Anna Beskow
Address:

Dag Hammarskjolds väg 14B, ltr
Zip code: City:

752 37 Uppsala
E-mail:

anna.beskow@uppsalabiobank.uu.se

Name:

Address:

Zip code: City:

E-mail:

Sidan 4
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Phone work:

018-6113932
Phone work:

Signatures
Authorized representative for recipient Date and city:

Honolulu
Name in capitals:

Responsible researcher in Sweden: Date and city:

Uppsala 2015-10-0 1
Name in capitals:

Fredrik Wamberg
Authorized representative for SP Biobank in Sweden Date and city:

Uppsala 2015-10-01
Name in capitals::

Anna Beskow

Sidan 5
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AUACHMENT 1: BIOLOGICAL MATERIAL

Attached by responsible researcher

Describe biological material and Personal Data to be transferred.

Personal Data:

Describe the content and extent, for example type of No. of individuals No samples
tissue, cells/cell lines, blood or blood plasma, prepared
DNA, urine, etc.

Paraffin embedded tissue from primary DCIS tumour 458 10*2

in tissue micro array blocks. 2 slides a 5 micrometer
per block.

Sidan 6
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AUACHMENT 2: RESEARCH TO BE CONDUCTED ON CURRENT SAMPLES

Attached by responsible researcher

Description of the research project.

Detailed specification of the purposes for which biological material and Personal Data may be used
[specify so that only such use that are included in the ethical board decision may be conducted and
so that there is no room left for other use]:

Responsible researcher in Sweden (name and e-mail): Fredrik Warnberg,
fredrik.warnberg@akademiska.se

Sidan 7
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AUACHMENT3: IT SECURITY REGULATION

Access protection:
When computer equipment and removable storage media are not under supervision, the equipment
and the media are to be locked away to protect them from unauthorized use, tampering and theft.
Otherwise, all Personal Data must be encrypted. Personal Data on laptop computers and their
removable storage media must always be encrypted.

Back-ups:
Personal Data must be regularly backed up. These copies are to be kept separate and well protected
so that the information can be recovered after a crash.

Authorization:
If the computer is used by more than one person, access to Personal Data must be controlled with a
technical authorization system. Authorization is to be confined to the person(s) who need the
information in their work. Usernames and passwords are personal and non-transferrable. Procedures
must be in place for the granting of authorization.

Log:
lithe computer is used by more than one person, an automatic log or similar must be installed to
make it possible to monitor who has had access to Personal Data at a future date. This log is to list
the user, the date and time of access, and the names of the person(s) whose data was retrieved. This
information is to be checked as necessary.

Data communication:
External data communication links are to be protected with a callback or other technical function for
checking authorization. Personal Data transferred via data link to a computer located outside the
jurisdiction of the organization must be encrypted.

Destruction:
When stationary or removable storage media containing Personal Data are no longer to be used for
their intended purpose, all storage media must be destroyed. Alternatively, the Personal Data must
be erased in a way that is impossible to retrieve.

Repair and service:
When computer equipment is repaired or serviced by a third party, a security agreement must be
signed with the service company in question.
When computer equipment is being serviced, all storage media containing Personal Data must be
removed; if this is not possible, the service must be carried out under the supervision of the
organization.
Service via data link may only proceed after the person performing it has been securely identified.
Service personnel are to be given access to the system for the duration of the service only.
If a separate communication channel is in place for service, it must be kept closed when service is not
being carried out.
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