Responsible use of human primary materials

Human primary cells, whether from blood or tissue biopsies, are used in many types of biomedical research. They are very valuable for furthering our understanding of a variety of human diseases.

Legal aspects
The use of human primary materials is strictly regulated. The Belgian legislation originated in EU
directive 2004/23/EC, which sets rules for the quality and safety of the use of human bodily materials for cell and tissue-engineered products. The Belgian law on human bodily materials of 19 December 2008 goes way beyond the European directive, however, and also applies to the use of such materials in scientific research.

Free donation, informed consent, protection of privacy
Three main principles apply to human bodily materials when they are procured for use in scientific research or for the development of tissueengineered products:

1. Donors must donate the cells voluntarily and may not be paid for their donation, other than receiving reimbursement of their donation-related costs.

2. The donors must have given informed consent. This means that they should have received appropriate information about the purpose of the donation and given their explicit (written) consent.

3. The private and personal data of the donors must be protected.

Cells and tissues for specific research projects Primary cells and tissues can be procured for specific research projects or for more general use in biomedical research. In the former case, the
information provided and the consent requested should be specific. In the latter case, a more generic consent is enough. If material has been procured for a specific use and is later used for another project (so-called secondary use), donors must be asked for additional consent or, if this is not possible, its secondary use should be approved by an ethical review board.


Presumed consent for residual materials
In Belgium, specific rules apply for the use of residual materials (‘left-over materials’ from
diagnostic or therapeutic interventions). For their use in scientific research, ‘presumed consent’ is
sufficient. This means that donors do not have to give explicit consent but should have had the
opportunity to refuse such use of their material. How does one record this? Just as for informed
consent, write it down and get it signed. If there is a chance that the materials are going to be shared with colleagues abroad, informed rather than presumed consent is necessary.

Coding and anonymizing
It is of primary importance that the privacy and personal data of the donors are protected. In most
cases this can be done by coding the material and having the key to the code kept by one person
who is (preferably) not involved in the research in question. Certain personal data may remain attached to the coded material, such as the sex, age or lifestyle of the donor, where available. Coding the material makes it possible to trace it back to the donor if necessary. For example, when important health-related information about the donor is found—an ‘incidental finding’. When working with coded material, a policy for handling incidental findings should be established. In Belgium, the legislation in principle requires that the donor be informed of incidental findings. In some cases, a policy may be established that leaves it up to an ethical review board to decide whether the donor should be informed. In all cases, it is ultimately the treating physician who should decide whether the right circumstances exist for informing the donor. There may be circumstances where it might be preferable not to inform the donor. It is also possible to work with anonymized cells. This means that all links between the material and the donor have been destroyed. Policies for what to do with incidental findings are therefore superfluous here.

Approval of use by an ethical review board
Respecting the principles of free donation, informed consent and protection of privacy is by itself not sufficient for working with primary human materials. Approval by an ethical review board is also needed. VIB does not have an ethical review board, which means that this task will fall to the reviereview board of the local university/university hospital.


Biobanks
The Belgian law on human bodily materials also applies to biobanks. You are considered a biobank
from the moment you possess a (however small) collection of primary cells or tissues not just for your own use but also to be sent to other researchers for use in their research. A Royal Decree for biobanks is still lacking, so there are no specific requirements that can be enforced at this time. It is likely, however, that in the near future biobanks will have to be registered and meet certain administrative requirements.


Commercially available primary cells
Certain primary human cells can already be purchased commercially. The most well-known ones are human umbilical vein endothelial cells (HUVEC). The general rules apply here as well. The commercial supplier should have proper procedures in place for obtaining consent and ensuring donor privacy. For use of such cells in vitro you do not need a consent from your local review board.


Safe use of human primary materials
Human primary cells/tissues used in scientific research often have not been checked for the presence of infectious agents. This means that they should be used under BSL2 conditions and in compliance with the applicable safety measures. A main priority is avoiding contact contamination. Remember that the use of sharps involves risk. One precautionary measure is to get vaccinated against hepatitis. The VIB occupational health physician recommends the combined HepA / HepB vaccine (Twinrix). Do this before starting to work with uncharacterized human primary materials.

Donors provide bodily materials in good faith. They wish to contribute to the progress of scientific
knowledge but in return expect us to use the materials responsibly. It is our duty to do so. Always
make sure you have all the necessary consents and approvals and use the cells safely.

