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How to process the Annex A and B´s
For each project at the national 7T, the research agreement between Philips and Lund
University has to be undersigned by the project participants.
These papers have to be signed before you are allowed to start your project.
The research agreement has three parts:
•

•

•

IIS (investigator initiated study): The main agreement, negotiated by lawyers at
Philips and Lund University, with input given from representatives for the
national user group. Signed on May 1st, 2015, by representatives for LU and
Philips.
Annex A: Describes the project and gives contact information to the principal
investigator (PI). To be signed by:
o PI
o Representative for LBIC (currently co-director Pia Maly Sundgren)
o Representative for Philips (currently Paul Folkers)
Annex B: Each project participant (“investigator”) agrees to follow the IIS
agreement. To be signed by:
o Investigator
o Representative of investigators employer
o Co-director of LBIC
o Representative for Philips

The process:
1. The PI gets the templates for Annex A and B from the 7T staff after the project is
accepted in the 7T research board.
2. The PI fills out the fields marked with yellow in Annex A.
3. The PI distributes the Annex B to the project co-workers. Either the PI or the
investigator fills out all yellow fields in the Annex B.
4. The PI collects all the annexes and makes a digital copy.
5. Email the digital copies to
To: Pia.Sundgren@med.lu.se
cc: karin.markenroth@med.lu.se
subject: signatures required 7T Annexes
message text contains: PI, project number (7T_XXX), project name,
names of people who signed the Annex B.
This email is your receipt that you have fulfilled your part of the agreement, and
you can start the project!
You can also ask Pia Sundgren to sign the hard copies, and then hand the hard
copies to Mads Andersen. You should still make digital copies for your own
records.
6. Pia Sundgren will sign the Annexes, and hand them to Mads, alternatively email
the signed copies to Mads Andersen.
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7. Mads Andersen will as clinical scientist request the signature from the Philips
representatives in Holland. This step can take several months.
8. When Mads gets the signed copy back, he will send those to the PI, either in
digital form or in hardcopy.
Frequently asked questions:
•
•
•

Who should sign Annex B?
Everyone who is at the scanner and/or is using the data. In doubt, contact 7T
staff.
Can I read the IIS agreement?
Of course! Contact anyone in the 7T staff for a copy. A brief summary is attached
to this memo.
The contract only talks about “clinical research”, and I do physics research?
The term “clinical research” is a legal term that refers it to the correct sets of
laws, and it was required by the lawyers. Just read it as “research”.

Following pages:
In the following, you will find the user guides’ summary of the IIS, as well as examples of
filled out Annex A and B.
The following is an unofficial summary of some contract items relevant for investigators.
For the legally binding text, the reader is referred to the full IIS, which can be obtained
by from the 7T facility staff.
• Obligations of the PI: The PI is responsible for the scientific conduct of the
research, for the Clinical Research plan, and for ensuring that informed consent
is obtained from all humans subjects. PI shall obtain ethics approval prior to start
of project and before enrolling subjects. If the PI can’t pursue the Clinical
Research, Philips and LBIC can consent to a substitute PI. The PI is responsible for
all investigators in the project.
• Obligations of the institution: As the institution. LBIC is responsible for the
technical conduct of the research. LBIC is responsible towards Philips to ensure
that the PI and all investigators have signed all documents needed, including
Annex A and Annex B, ethical permissions, and so forth. LBIC must ensure that
only qualified personnel operate the 7T MR and other equipment. LBIC must
report any incidents (adverse events or situation that could have resulted in such
an event) to Philips within two days.
• Standard clinical research: Using the system as delivered by Philips without
additional support from Philips. Support from the Clinical Scientist on site is
considered a part of the delivery.
• Expanded clinical research: Projects where hardware, software or other support
not included in the system delivery is supplied by Philips. (Example: a patch
provided by Philips). For such projects, more extensive reporting to Philips is
required (i.e. PIs CV, periodic progress reports).
• Publications: The IIS requires all publications to be made available to Philips
before submission; for conference abstracts 5 days before submissions and for
papers 30 days before.
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Confidentiality: Items and information that Philips provides are presumed to be
confidential until Philips in writing advises to the contrary. Confidential
information must be kept confidential and may only be used for the research
carried out under this agreement. It is not allowed to copy or transfer any part of
the Philips software.
Intellectual property rights: All rights to an invention made solely by LBIC, PI or
investigators resides with the inventor, who must have signed Annex B. Philips
and its affiliates are granted a worldwide license to Inventions made by Philips
personnel resides with Philips. Any joint invention, meaning that both Institution
and Philips personnel are involved, will be jointly owned and each party will have
equal and unrestricted ownership.
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