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3. Exemption for consent under s34(1)(b3) HTA for Quality Assurance (QA), 
Quality Improvement (QI) or Quality Control (QC) 

S34(1)(b3) of the NSW HTA permits use of small samples of tissue without consent for the purposes 
of analyses or tests that are part of a program to ensure or improve the quality of services carried out 
by a hospital, forensic institution, or laboratory including a quality assurance program, quality control 
program, audit or evaluation or as necessary for delivery of services or accreditation for named 
entities. Unlike the research exemption under 34(1)(b), this is not limited to tissue in the form of 
blocks and slides.   

There are significant benefits in this exemption, and it is critical to the clinically-safe functioning of 
pathology laboratories to use tissue for legitimate QA, QI and/or QC purposes.  

However, given the exemption from consent requirements for research use being limited to blocks 
and slides, this could risk misapplication of the QA/QC/QI exemption, noting NSWHP has seen 
projects where there is a blurred line between research and QA/QC/QI. Broadening s34(1)((b1) 
beyond blocks and slides, would enable a more consistent approach to use of residual tissue under 
ethically approved consent waivers, whether for research or QA/QC/QI.  

Technological advances in genomics in the QA context. 

The advances in genomic testing mean that data generated from extracted DNA in a de-identifed 
sample is potentially re-identifiable, particularly for rare DNA changes. It may be helpful for 
consideration to be given to the intersection between human tissue and privacy laws, noting that 
biological specimens are currently captured within the definition of tissue in the NSW HTA as well as 
the definition of personal information in the NSW privacy legislation.  This overlap creates the 
potential for inconsistent or conflicting regulatory requirements.  

4. Distinction between legal and ethical approvals.  
It would be helpful for the Inquiry to look at how the various HTAs align with not only each other but 
also the interaction with the National Statement on Ethical Conduct in Human Research (2023).  

 


