
 

 

Q BD 
18 February 2019 

Device Reforms 

Therapeutic Goods Administrat ion 

PO Box 100 

WODEN ACT 2606 

Via e-mail: devicerefo rms@)t ga.gov. au 

Dear Sir/ Madam 

4 Research Pa rk Drive 

Ma cqua rie Univ ersity Resea rch Pa r·k 

No,t h Ryde NSW 2113 

t: + 6 12 8 875 7 00 0 
f: +6 12 8 875 7 10 0 

bd.com 

Re : Consultat ion: Pote nt ial reclassification of act ive m edical devices fo r d iagnosis 

and pat ient t hera py 

Becton Dickinson (BD) has read with great interest t he above consultat ion document, as published 

by the Therapeutic Goods Administrat ion (TGA) on 9 January 2019. 

Answers to t he quest ions posed in t he document are provided below. 

Questions 

• What impacts- in cluding any t hat a re unintended- do yo u a nticipate t he 

reclassification may have for yourse lf and ot her stakeholde rs (s uc h as consum ers, 

hea lt hcare professiona ls, h ealt h organisat ions, industry et c.)? 

While BD agrees alignment of t he Aust ra lian Classificat ion Rules wit h those of t he European 

Union (EU) will be a posit ive future step, un intended impacts can be m in im ised i f t he TGA 

ensures: 

• Such alignment does not occur in Australia until t he new EU Medica l Device Regu lations 

are fully implemented; and 

• The int erpret ation o f t he new Australian Classificat ion Rule aligns w it h t hat used by t he EU 

Not ified Bodies (NBs) once t he new EU Medical Device Reg ulations are f ully implement ed 
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(i .e. the same types of products are impacted by t he new Aust ralian Classificat ion Ru le as 

w ill be impacted by Rule 22 of the EU Medical Devices Regulations) . 

• Are t here any furt her issu es a nd q uest io ns we sho uld consider when 

im plementi ng thi s c hange (i.e. areas that need t o be clar i f ied i n ou r g uidance )? 

As commented above, BO encour ages the TGA to m in im ise unint ended impacts th rough 

m isaligned t im ings and interpret ation of t he new Australian Classification Ru le. 

Ot her medi cal dev ices covered by the EU MD Regulation Ru le 2 2 ( in ad ditio n t o 

AEDs and closed l oop systems) may include : 

- external pacemakers 

- cont inuous posit i ve airway p ressure (CPAP) devices 

- i ntravascu lar heating/cool i n g system control u nits 

- hyperthermia systems, temp erat u re mapp i ng u nit s 

- i ntra peri t o neal-c irc ula t io n h y pothermia system cont r ol units 

- mec hanical b l oodstream i nd icato r injectors . 

We seek y ou r feedback whet luer reclass ificatio n o f a ny or all of these devi ces in 

Aust ra lia t o Class III is appro pr iate. 

Input to this question shou ld be d elayed unt il there is great er clarity around how t he EU 

N Bs will interpret Rule 22 of t he EU Medica l Devices Regulations. The Austra lian 

classificat ion of the devices listed above should be the same as t hat used by the EU 

Notified Bodies { NBs) once t he new EU Medica l Device Regu lations are fully implemented. 

A r e t here any other gro ups o f d ev ices t hat w e have not consid ered which might 

fall w ith in the scope of t h is pr o posed c hange? 

Input t o t h is question shou ld be delayed until t here is greater clarit y around how t he EU 

NBs w ill int erpret Rule 22 of the EU Medical Devices Regulat ions. 

• Do y o u have a ny comme nts r eg ar ding t he t r ansit i ona l a rra!llgeme nts proposed in 

this paper? 

As commented above, implementat ion should not occur in Austral ia until t he new EU 

Medical Device Regulations are fu lly implemented. 



 

Bect on Dickinson looks forward to continued consultat ions as t he TGA develops t heir t hinking 

around m edical dev ice cybersecur ity. 

Yours sincerely, 


