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General information

• Questions:

• during presentation: in the chat (→ for Q&A session at the end)

• during Q&A at the end: also by raising hand/unmuting

• Presentation recorded 

• Video, slides & Q&A provided after the session

• Feedback poll at end → please fill in!

• HRO lunch team: 

• Samia Abed-Maillard (CRC Lausanne)

• Claudia Fila (CTC Zürich)

• Simone Kälin (CTU St. Gallen)

• Verena Golz (DKF Basel)
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HRO Lunch Session - Part I

Sample management and biobanking

Dr. med. Michael Weisskopf



Sample Management in Human Research 

Dr. med. Michael Weisskopf, Msc Biobanking

Directorate Research and Education USZ



The practical viewpoint…



Why bother, just store biological material a low 
temperatures?! 

Consent Collecting / Sampling Transport Processing Storing Access / Use

Pre-Analytical Phase

❖ Patient treatment, sampling procedure → impact on specimen
❖ After sampling, specimen is still „alive“ and biologically (re-)active!
❖ Analysis outcomes potentially altered by pre-analytical changes

Pre-sampling Post-sampling Analysis



Use Case: Swissmedic Inspection

A clinical study conducted at the CTU USZ

Drug-drug-interaction
Endpoint: pharmacokinetics of Rifampicin, 
Isoniazid and Ethambutol

Swissmedic Inspection

Finding / questions regarding sample management

Handling of the blood samples right after blood drawal:
❖ UV/light protection of blood sample
❖ room-temperature vs on ice after sampling
❖ delay between sampling / centrifugation / storage -80°C



Workup / reply to Swissmedic findings

Samples not compromised in two cases of protocol 
deviations (delayed sample processing: 15mins / 20mins)
UV protection, ice-bath necessary in case of longer 
delays.

The Swissmedic finding is highlighting the 
importance of diligent sample management



Use Case: how to do sample mangement right

Pre-sampling instructions
- to avoid dilution of blood sample
- correct timing and documentation

Post-sampling instructions
- light-protection (aluminium foil)
- Ice-water bath if centrifugation 

delayed
- sample transport instructions
- automated freezer system
- sample registration in BIMS
- labware definition 



Sample Management in Human Research

Documentation according to (inter-)national standards

→ Evaulation of sample quality, comparability, FAIR-principle



Sample Management in Human Research

❖ Excel sheets with 
manual data entry

❖ Non-standard 
documentation

❖ unfit-for-purpose 
numbering 
systems

❖ Ice building, exposure to room 
temperatures, high energy 
consumption, unauthorized access, …

❖ Data protection issues, avoid 
sticky labels

❖ Temp 
monitoring 
(cf. 
Swissmedic 
findings)

❖ Sample 
Management 
Software (BIMS)

❖ Standard 
documentation

❖ Barcoded labware

❖ Scanning
❖ Structured 

safe storage



The regulatory viewpoint…



Human Research Act on sample mangement

❖ «biological material» → sampled from living humans* 

❖ «appropriate measures» for storage and management
❖ connection to data (meta-data / clinical data) «a biobank is a registry with 

samples»
❖ availability for (yet undefined) research projects

Reminder: the key difference
Sampling of specimens for the build-up of a biobank (HRO Art. 6b / ClinO)

➢ PIC & EC approval required
Collecting of otherwise being generated samples for the build-up of a 
biobank (HRO Art. 24)

➢ GC & no EC approval necessary (but EC advice recommend)

* in contrast to autopsy material! Regulated separately in own HRA chapter



Human Research Act on sample mangement

HRA Art. 43     Storage

What are these «appropriate technical and organisational measures»?
→ HRO Art. 5 and ClinO Art. 18



Human Research Act on sample mangement

HRO Art. 5 = ClinO Art. 18 (identical wording!)

➢ Data Protection

➢ Audit Trail

➢ Documentation



Nationally and internationally recognised guidelines?

➢ Declaration of Tapei 2016

Legally non binding in CH and not fully compatible. E.g. “19. An 

independent ethics committee must approve the establishment of Health 

Databases and Biobanks used for research and other purposes.”



Nationally and internationally recognised guidelines?

➢ ISBER Best Practices 5th Edition December 2023

➢ SPREC 3.0

➢ CEN Standards
➢ BBMRI / ESBB / SBP Guidelines
➢ SPHN Data Standards
➢ ISO 



The scientific and ethical viewpoint…



Pre-analytics and impact on science



Pre-analytics and impact on science

➢ You may miss the effect you are 
looking for

➢ Even worse, you may missinterpret 
pre-analytic artifacts as biomarkers!



Pre-analytics and impact on science



Ethics and Economy of pre-analytics

There is growing evidence that the pre-analytical phase of liquid samples for 
biomedical research as well as patient care accounts for up to 75% of errors.

Insufficient description accounts for about one-third of the 28.2 billion US 
dollars spent annually in the US on research resulting in irreproducible 
research data.



Sample Management Plan

Before you start a research project involving the collection and handling of 
biological material, address all critical steps in the whole sample life cycle



HRO Lunch Session - Part II

Sample management and biobanking

Sabine Bavamian, PhD



Q U A L I T Y V I S I B I L I T Y S U S T A I N A B I L I T Y I N T E R O P E R A B I L I T Y E D U C A T I O N



SBP is the research infrastructure of national importance supporting both 
human and non-human biobanking activities

—

—



A is an organized entity with a 
governance in place, responsible for the 

management of biological resources

A in an 
organized facility that offers 

services to biobanks

A is interested in 
accessing high-quality samples for 

their research







−

−

−

−

−

From consent presentation to sample shipment, 

incl. personnel and equipment management





Directory

55 95 35 9



▪

▪

▪

▪

▪



▪

▪

▪

▪









Q U A L I T Y V I S I B I L I T Y S U S T A I N A B I L I T Y I N T E R O P E R A B I L I T Y E D U C A T I O N



SCTO

Don't miss out on valuable training opportunities —
subscribe to the SCTO newsletter today:

www.scto.ch/en/news/newsletter.ch

Explore and download free tools designed for the clinical 
research community:

www.sctoplatforms.ch



Thank you for 
participating!

Further questions: 

Michael.Weisskopf@usz.ch

Sabine.Bavamian@swissbiobanking.ch

Verena.Golz@usb.ch 

End of session

Information on 
HRO lunch series 3 

will follow next year –
looking forward to seeing 

you again!
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