FIND Intellectual Property Policies 

Function and purpose

The Intellectual Property and Archive Subcommittee will develop and propose policies relating to ownership and storage for data and biological specimens generated by the F.I.N.D.

Duties of the Intellectual Property and Archive Subcommittee

Develop policies relating to ownership and storage for data and biological specimens generated by the F.I.N.D., and to the distribution of these to non-F.I.N.D. investigators (in the latter regard, the duties may overlap with the Subproject Evaluation Subcommittee).  These policies will require approval by the Steering Committee.

Evaluate and make recommendations for use of data or biologicals by specific outside (i.e. non-F.I.N.D.) investigators.  (This duty may overlap with the Subproject/Ancillary Studies Subcommittee.)

Serve as the initial forum for decision and appeal of intellectual property issues.  Decisions in this regard are to be recommended to the Steering Committee for final decision.

All policies and recommendations need to be in accordance with the arrangements made with the specific population involved (e.g. Native American groups), and in accordance with NIH and federal guidelines, and when possible in accordance with individual institutional guidelines. Policies and recommendations [internal and external] will be dictated by the nature of the informed consents signed by the subjects.
Categories of Materials

There are several categories of data, as follows:

Category 1:

Data are project wide, e.g., phenotypes being recorded on all participants, genotyping data for genome scans.  In general these are data specified in the MOO (Manual of Operations).

Category 2:

Data that are part of the designed study, but generated by a limited                             number of centers (e.g. 2 PIC’s, or 1 PIC and the GADCC).

Category 3: 

Data that are the results of an approved subproject (ancillary) study that is funded by the NIDDK as a supplement to the F.I.N.D. or formally in collaboration with the F.I.N.D. (e.g. the NEI retinopathy study).

Category 4:

Data that are the result of an approved subproject (ancillary study) not funded by the NIDDK.

Category 5:

Data that are generated independently from F.I.N.D., but utilizes in part F.I.N.D. subjects, whether conducted by F.I.N.D. investigators or non-F.I.N.D. investigators.

Biological Specimens

There are two basic categories:

Category 1:  Material in finite supply.

a. DNA

b. Serum/plasma

c. Urine

Category 2:  Material of unlimited supply.

     
This can include but is not limited to:

a. Immortalized cell lines

b. DNA from immortalized cell lines

Ownership

The basic concept here is that ownership of material is vested in the participating investigators (and their institutions), limited by agreements with, and the rights of, participating populations, NIH and federal polices, and policies of the individual funding agencies.  Confidentiality of individual participants will be maintained with all data shared between centers and with all releases of data.  Furthermore, it is deemed advisable that, after some period of time, certain categories of data and possibly biologic materials be made available to non-FIND investigative teams.

Category 1

These data will be owned jointly by the individual PIC’s and the GADCC.  They will be kept at the GADCC, and at each PIC that desires them.  While each group is free to examine and evaluate the data for informal/internal purposes, the formal use of these data will be dictated by the Steering Committee via the Analysis, Protocol, and the Publication Subcommittees.  The GADCC and PIC’s will not disclose the data to other parties except as specified by the above committees and the Manual of Operations.

After each F.I.N.D. publication that involves major data, the GADCC will make the data used in that publication available to the public (the exact method to be proposed by the GADCC) as soon as is reasonably possible, but no later than within one year.  These data will be anonymized, i.e. identifiers (e.g. birthdates) will be removed, and ethnic group identified by only one of 4 categories (Caucasian, African-American, Hispanic, Native American).  This anonymization must be done before any data are released to the public.  

When the GADCC (or equivalent successor) ceases to function as the data coordinator and analytic resource to the F.I.N.D., it will release a fully documented copy of all F.I.N.D. data to each PIC (limiting identifiers to the PIC from which the data were derived), and an anonymized data set to the NIDDK.  One to Two years after the termination of the F.I.N.D. and/or this release (whichever comes first), the anonymized data set will be made public (this will probably require an archiving mechanism, to be discussed).  Decisions regarding any other disclosure of data to other parties will be brought to the Intellectual Property Subcommittee, which will make recommendations for decision by the Steering Committee.

Note:  The responsibilities of any users (e.g. the GADCC) to return these data to the central database will continue, the data being sent to the archives/repository mechanism established after the GADCC ceases to function.

Category 2 

For the most part these are to be treated in the same way as category 1 data, but ownership of the data is to be vested in the individual participating centers (e.g. the GADCC and a PIC or 2 PICs).  The location of the data should be in the GADCC and participating centers.

Category 3 

These are to be treated as category 1 or category 2 data, depending on the number of Centers involved.

Category 4 

These data are to be owned by the responsible investigators.  Data analysis is the responsibility of those investigators, with whatever involvement of the GADCC the Subproject and Steering Committee will have designated.  Since this is an approved project of the F.I.N.D., even if the GADCC is not involved in analysis, the data (e.g. the primary molecular genotyping data) should be immediately available to the GADCC and the Steering Committee upon publication.  However any public release of these data will be at the discretion of the responsible investigators, but will be included in the full public data release.

Category 5 

The responsible investigators own these data, and their analysis.  After publication, the data are to be made available to the GADCC central database (and/or successor) within 3 months.  Public distribution of these data is at the discretion of those investigators but will be included in the full public data release.

Biological materials

The basic principal here is that the first priority is the desire of populations, second the needs of the study, third that of the investigators, and fourth posterity.

Finite Supply

PIC's will have the option of receiving a sample of DNA (quantity to be determined) from all FIND participants recruited at that site during the initial 5 year enrollment period. Within one to two years of the conclusion of the study, any remaining biological materials in this category (e.g. DNA, serum) residing at the GADDCC or other central laboratory (e.g. assay laboratory) will be treated as follows:

a. If a given population has requested return of samples, that request will be honored.

b. Of the remaining material at the GADCC (or other central core), half will be returned to the individual PIC, and half will be archived for the NIDDK (mechanism to be determined).

c. The ownership of these samples will reside with the possessors (e.g. the NIDDK and the individual PICs, respectively).

Note, excess materials that have been accumulated at a given PIC will be owned by that PIC, subject to restriction (a) above.

Infinite Supply

First, as cell lines are created from any samples from one or more PICs, the individual PICs will be given the opportunity to receive viable aliquots of those lines as soon as feasible by the central laboratory, but no later than 3 months after establishment of the lines.

Within one to two years of the conclusion of the study, any biological materials in this category residing at the GADDCC or other central core laboratory will be treated as follows:

If a given population has requested return of the samples, that request will be honored.  A viable aliquot of the material will be provided to each individual PIC that generated it.  A viable aliquot will be archived for the NIDDK (mechanism to be determined).  Ownership of the samples will reside with the possessors (e.g. the NIDDK and the individual PICs, respectively).

It is currently the intention of the NIDDK to establish a repository of cell lines with accompanying data to be available to outside, i.e. non-F.I.N.D., investigators.  The full sample repository (final phase repository) will be established within 1 to 2 years, after the termination of the F.I.N.D.  These samples must be anonymized, i.e. all identifiers removed.  Ethnic groups will be identified by only one of 4 categories: Caucasian, African-American, Hispanic, Native American.

There may be a desire to establish an early phase repository based on relevant publications (e.g. the initial genome scan).  Such an early phase repository would include the relevant publication data and samples available at that time.  They would be anonymized.  The desire/need for such a repository will be assessed by a to-be-established committee (such could include representatives from the F.I.N.D. Steering Committee, EAC, NIDDK, and non-F.I.N.D. representatives). 

Access to the sample repository(ies) would be decided by a to-be-established committee, likely to consist of F.I.N.D. Steering Committee members, EAC members, NIDDK, and possibly outside (non-F.I.N.D.) representatives.  This will require an application process, and formal commitments by the requested investigators (whether in academia or industry) to commit to utilize the samples only for the F.I.N.D. purposes (i.e. to find the genes for kidney disease, diabetes, and associated diseases, e.g. retinopathy and atherosclerosis), and to deliver to the central database the primary data of any publication within 3 months after publication.  Provision of these samples and accompanying data will require a funding mechanism to be developed, ranging from peer reviewed funding to a fee-per-sample mechanism.

Funding

All activities that are mandated by these policies will receive appropriate funding for the responsible parties to carry them out, otherwise these parties will not be held responsible for the tasks (i.e. there are to be no unfunded mandates).
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