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The Framework applies to early phase clinical trials proposed to be conducted at NSW Public
Health Organisations, and includes trials involving products which are defined as therapeutic
goods, including medicines, biologicals, and medical devices. Please refer to the guidance below:
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Additional Guidance

mllA Exemption: \

e Adult EPCTs in NSW: NSW Health is excluding all adult early phase clinical trials
from the National Mutual Acceptance (NMA) model. NSW Public Health Organisation
(PHOs) sites will no longer accept interstate HREC reviews for ADULT EPCTs from
this date. All new ADULT EPCTs proposed to be conducted in an NSW PHO site,
must be submitted to Bellberry HRECs for ethical review.

e Paediatrics EPCTs in NSW: NSW Health recognises that there is a small
community of practice and high collegiality amongst paediatric clinical trial sites
nationally. For multi-centred paediatric EPCTs, if an HREC hosted in a specialist
paediatric tertiary hospital outside NSW has approved a paediatric EPCT, NSW PHO
sites will continue to accept interstate HRECs' approval in these instances. However,
it is important to note that paediatric EPCTs with an NSW PHO lead site are required

\to be submitted to SCHN HREC for ethics review. /
me Group within the Scope: \

Bellberry HRECs:
- Trials involving adults equal to and greater than the age of 18 years; or
- Combined paediatric and adult trials involving young people and adults equal
to and greater than 16 years.

SCHN HREC:
- Trials involving only children and young people under the age of 18; and
- Combined paediatric and adult trials involving children and young people
under the age of 16 and young adults up to the age of 25.

Applications that include both paediatric and adult populations:
- Please contact either specialist HREC to discuss the review of this

\ application as a single combined review. /




