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What is a biobank or a biorepository (are 
they different from a tissue bank….)

• “The term biorepository usually refers to a 
facility that collects and stores samples of 
biological material. These samples could 
include blood, urine, tissue, cells, DNA, and 
proteins.” (Centers for Disease control, USA)

• “A biobank is an organized entity with a 
governance in place, responsible for the 
management of biological resources” BBMRI



Issues with semantics

• Who controls, who accesses and who “owns” 
the samples. 

• What samples are covered and by which 
pieces of legislation, regulations?

• What purposes are allowable?

• If governance is needed, what kind of 
governance are we talking about?

• Who derives benefit and what is benefit?



Is a biorepository a useful resource ?



Properly stored and curated samples 
can be used in ….

• Longitudinal sample collection for 
biodiscovery

• Strategic partnerships for innovation with 
biotechnology and pharmaceuticals

• Best practice development for diagnostics and 
monitoring

• Resource for implementation science
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Case study – the Karolinska Stockholm 
3 model for cancer detection



The Stockholm 3 study piggybacked 
extensively on the Karolinska Biobank

• ~59000 men with prostate cancer were 
evaluated over 3 years

• All data was curated using a highly 
sophisticated bioinformatics network



What about rare conditions ?



Establishing a biorepository



A number of different models exist for 
research biorepositories

1. Hospital based biorepositories

2. Researcher biorepositories

3. Biorepositories supporting clinical service

4. Population biorepositories

5. Blended models



When establishing a biorepository…
Do you need a biorepository ?

Type of biorepository

Human Research Ethics approval

Type of biospecimen –
nucleic acid, tissue

Biorepositories are expensive

These questions will determine the ethics 
required

The type of material collected will determine 
the infrastructural need. What temperature, 

how long will it be stored ?

Infrastructure including 
storage space, environment 
and LIMS

Quality and ongoing monitoring. 
Accreditation



The regulatory environment of 
biorepositories in South Africa

Who guards the guards themselves

It’s not worth doing something unless 
someone, somewhere, would much rather you 
weren’t doing it. Terry Pratchett



The National Health Act (No 61, 2003)



The National Health Act does stipulate 
some things related to biorepositories

1. Tissue including blood, gametes can be removed from 
both a live and a deceased donor with consent (and some 
restrictions) 

2. This consent can be rescinded if the tissue has not been 
used for therapeutic purposes

3. The tissue is donated to an institution not an individual –
Clause 54

4. The tissue may be used for medical purposes, teaching of 
medical students and medical research purposes

5. Commercialisation of tissue or tissue products is expressly 
forbidden (although payment of costs is allowable)

6. Regulations should govern movement, labelling, packing 
etc.



Where does the NHA not provide 
guidance ?

• Consent is poorly defined as “written consent”

• When is revocation allowed ? Does anyone 
“own” the samples

• What constitutes acceptable usage in terms of 
research?

• What about vulnerable populations ? What 
constitutes vulnerable populations?



Some of these practical issues are 
addressed in a number of 
regulations from the NHA

Not all and certainly not all for 
repositories



For example, the testy question of 
ownership

• Who owns the samples in a research 
biorepository?

– The donors ?

– The repository ?

– The institution ?

– The third party researcher ?





And of consent and understanding

• Issues regarding the understanding of the 
impact of storage (and in a culturally 
acceptable manner)

• Linked to unequal power relationships in the 
clinician-patient environment, language and 
education issues

• How broad is consent and when and how do 
you reconsent ?



Stakeholder engagement and 
community engagement are key

• This may involve educational material and 
counselling

• This should be sensitive to ethnic context and 
requirements

For example, Native New Zealand 
populations are prepared to donate tissue 
from deceased family members but only 

after appropriate ceremonies are 
performed



An important aspect is defining the 
benefit for storing in a biorepository

1. For the individual – altruism, psychological 
benefit

2. For the community – healthcare solutions, 
testing, therapeutic, educational

3. For the researcher – cost, access, 
rare/numerous samples, capacity building

4. For the country – healthcare, systems 
strengthening, innovation



Guidelines exist for tissue banks 
used for therapeutic interventions in 

South Africa

This are less well delineated for 
research biobanks



I have a research biobank….

What now ?



Nothing is more pointless (or 
expensive) than an unused sample

Biodistributors rather 
than biorepositories ?



How do you make a biorepository 
attractive to researchers

• Scarcity of samples stored

• Types of samples stored

• Marketing

• Continuous collaboration

• Population and prospective collection

• Ease of transferability



Biopreservation and biobanking (June 
2019)



Collaborations are key – and we need 
to thank …

• Governmental:
– Department of Science and Technology
– Department of Health

• Institutional
– National Health Laboratory Service
– University of the Witwatersrand
– University of the North-West Province
– University of Pretoria
– University of Cape Town

• External Collaborators:
– National Institutes of Health (2 U24 HG007438-07)
– Regional biorepositories e.g. Uganda, Nigeria, Stellenbosch
– ISBER
– European Society of Biological banking

• Private Public Partnerships
– Thermofisher
– Scientific Group
– Illumina



Questions ? (and please come to visit 
us)


