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Executive Summary 
Pathology Technology Austra lia  (PTA) is the  peak industry body representing the  m anufacture rs, d istribu tors, and im porte rs 
of the  technology responsib le  for >95% of pa thology te sting in  Austra lian laboratories, hosp ita ls and the  com m unity. Without 
th is technology, e fficien t d iagnosis, treatm ent, and  m onitoring of pa tients cou ld  not happen . Increasingly, our m em ber’s 
technology in form s a  m ore pred ictive , p reventative , and pe rsona lised  approach to  hea lthca re , in tended  to  im prove  pa tien t 
ou tcom e at a  lower tota l cost to  the  hea lthcare  system . In add ition , our m em bers pa rtne r with clin ica l and research institutes 
to  deve lop  app lications that enhance  d iagnosis and targeted  treatm ent. As such  our m em bersh ip  have  a  clea r view of the  
technologica l advancem ents be ing deve loped , and  sign ifican t experience of the  p ros and  cons of existing HTA approaches as 
they pe rta in to d iagnostics and  supporting technology. 

PTA and  our m em ber base  take  note  of the  recom m endations d iscussed in  th is Options Paper with  som e excep tions and  
recom m enda tions for fu rthe r conside ra tion  as outlined  in  de ta il be low. We suggest the  scope  for review of the  im pact of HTA 
for access to hea lth  technologies be  extended to  include  the  fu ll spectrum  of d iagnostic tools and  supporting technology, not 
just those  with in the  na rrow use  of m edicines.  

Our la rgest concern  re la tes to  the  suggestion  for a  single  access ga teway approach which  we  be lieve would  con travene  the  
in tended  goa l of identifying high-m edica l need  technologies and  reducing tim e to  funded  access. We suggest evolu tion  of 
PICO approaches in  recognition  tha t a  d iversity of tools is  requ ired  to  support a  d ive rse  Austra lian  population . And  we  
support re form s that increase  public involvem ent in  the  HTA process , and reporting tools to  in form  sponsors p rior to , and  
during HTA application . 

1. Scope of the Review and Consultation   
While  we  fu lly understand  the  h istory and ra tiona le  for the  current Review scope , we  rem ain  pe rp lexed  by the  Term s and 
Conditions of the  Review not conside ring m ore extensive ly the  im pact of IVD (in  vitro  d iagnostic devices). Over 70% of m edica l 
d iagnosis and trea tm ent and 100% of cancer d iagnoses re ly on  IVD tests. It  seem s a  m issed  opportun ity that d iagnostics and 
associa ted  technology were  not included  in  the  ToRs m ore  extensive ly. 

Rapid  advances in  genom ics, p roteom ics, b iom arkers, poin t of care  te sting technology, and  d igita l enab le rs (includ ing AI), 
represen t sign ificant opportun ity to  hea lthcare  not ye t fu lly con tem pla ted . We have poten tia l, through  IVD and d igita l 
innova tion , to  m ove  from  an  activity-based  hea lthcare  system  to a  p red ictive , preventative  and  persona lised  system . Other 
like  econom ies a re  m aking these  changes and  Austra lia  a lso needs to  be  re -assessing the  way technology regu lation  and  
funding im pacts our ab ility to  ha rness the  fu ll poten tia l of these  hea lthcare  tools.  

It  has taken  8-12 years from  the  tim e an  IVD is included  on the  ARTG to rea lise  funding th rough  the  MBS. With 33% of th is 
tim e  spent in  sponsor p repara tion  of technica l file s, the re  is  still s ign ificant opportun ity to  im prove  upon  the  tim e  taken  in  
HTA/MSAC and on  the  Min iste r’s desk. Technology across the  d iagnostics sector is advancing a t a  rap id  pace  where  
technology m ay well be  superseded  by the  tim e it rece ives funding, leaving pa tients and  the  hea lthca re  system  lagging beh ind  
the  rest of the  world in  access to  key deve lopm ents to  support the ir hea lth . Indeed , severa l of our m ajor IVD technology 
supplie rs no longer list Austra lia  as a  h igh  priority launch  country because of the  length  of tim e  it takes to  have  new 
technology funded . 

2. Health Technology Funding and Assessment Pathways 
We note  that the  current review is an ou tcom e of a  stra tegic agreem ent re la ted to the  funding of m edicines through  the  PBS. 
Accord ingly, the  exam ina tion of issues in  the  op tions paper re la tes p rincipa lly towards ob ta in ing a  desired ou tcom e for listing 
of m edicines. This exam ina tion  im plicates d iagnostics to  the  exten t that pa thology te sting he lps to  de term ine  the  choice  of 
m edicines op tim al for trea ting a  pa rticu la r d isease  sta te , includ ing gene tic de term inants. However, tha t logic cannot be  
extended  towards the  fu ll range  of innova tive  IVDs. The  op tions fa il to  account for specific requ irem ents of d iagnostics. 
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We fu lly support e fforts to  acce le ra te  the  HTA process and shorten ing assessm ent tim es, however we  cannot understand  
how the  suggested single  access gateway approach can e fficien tly ach ieve  these  goa ls. The  vast d iversity in  com plexity of 
technologies and  se rvices m itiga te  aga inst such  a  stra tegy. Indeed , sim ilar hea lth  econom ies have m oved away from  such a  
concep t in  favour of sector specific expert pane ls. These  m ulti-stakeholder groups a re  responsib le  for horizon  scanning and  
shortlisting technology that fill unm et hea lthca re  needs or sign ifican tly im prove  existing ou tcom es.  

We respectfu lly suggest tha t: 

a )  lack of re levan t techn ica l/clin ica l expertise  is  a lready an  issue  with  our curren t MSAC pa thway - th is will be  com pounded  if 
com bin ing HTA com m ittees across the  d iffe ren t technologies.  

b ) a  single  ga teway m ode l would  fu rthe r extend  m eeting dura tion  - PBAC m ee tings take  ~3-4 days, sim ila rly for MSAC 
m ee tings - wha t is  the  p lanned  m ee ting duration  to cover both  PBAC and  MSAC through  a  single  gateway?    

c) consolida tion of com m ittees cou ld  lead to an  increase  in  eviden tia ry requ irem ents for IVDs to  a lign with  that applied  to  
pharm aceutical p roducts in  a  stream lined assessm ent p rotocol. Given  the  vastly lower risk factors and  com plete ly diffe ren t 
cost and  price  structures for IVDs th is would  not be  justified  and  would  reduce  the  num ber of technologies rece iving MBS 
re im bursem ent and  further de lay tim e  to  re im bursem ent. 

The  curren t expansion  of IVD technology into genom ics p roteom ics, b iom arkers, poin t of ca re  technology, and  the  associa ted 
d igita l enab le rs, is fu rther evidence  aga inst the  single  gateway concept. It  will becom e excep tiona lly cha llenging for a  single  
com m ittee , no m atter how com peten t, to be  expert enough  to  com plete  even  an in itia l triage  of potentia l h igh-m edica l need 
technology. 

While  coord ina tion  and collabora tion  across HTA system s is  a  desirab le  goa l, e specia lly in  so far a s getting be tte r coord ina ted  
im plem entation  be tween  federa l and sta te / territory governm ents, we  suggest th is m ay be  ach ieved  th rough  better 
re sourcing processes, ra ther than  trying to consolida te  conside ra tion of the  va rie ty of expert advisory com m ittees in to one  
com m ittee  and , the reby, d iluting the  evalua tive  expertise  tha t com es from  d iffe ren t HTA com m ittees. We strongly suggest a  
single  fron t door concep t be  abandoned  in  favour of sector specific m ulti-stakeholder, expert advisory groups of re la ted  
hea lthcare  p rofessiona ls, se rvice  providers, pa tient advocacy representa tives, and the  industry. The EAGs can com ple te  
horizon  scanning and  identify technologies that address unm et hea lthcare  need or im prove  curren t ou tcom es. 

Dr Sam  Roberts, the  CEO of NICE in the  UK, shared  with us he r views on  the  fu ture  of HTA processes, saying for HTA to 
rem ain  re levant it  needs to be  m ore  tim e ly, and  m easure  the  im pact of its decision (for and  aga inst funding) on  the  
hea lthcare  system . Dr Robe ts reports that HTA in the  UK has reduced  the  tim e  for processing sim ple  app lications by 50% and 
a ll app lica tions by 17% year on  yea r. No such  m etrics a re  known for Austra lia  and  we  are  not aware  of e fforts to achieve  
im provem ents in  tim e ly path to  pa tient of new technologies.  

A furthe r observation  re la tes to  com panion  d iagnostics and  the  dilem m a of technology innovation . We have  obse rved  
instances where  a  the rapeutic was deve loped , va lida ted and  ve rified  (RTCs) aga inst a  diagnostic technology which has since  
been  superseded . The  subsequent funding for the  the rapeu tic and  the  ob liga tory com panion  te st was thus based  la rge ly on  
th is superseded  technology – often  slow, expensive , and offe red  on ly in  specia lised  labs. The consequence  of th is fa ilu re  is 
tha t patien ts who would  benefit often  fa il to  be  d iagnosed e ffective ly or in  a  tim e ly way. There  needs to  be  flexib ility to  m ore  
easily change  to  superior technology as and when  it is included  on  the  ARTG. 

Sim ila r flexib ility and acce le ra ted  pa thways are  needed  when  evidence  a rises to enhance  the  use  of an a lready MBS funded  
IVD outside  of its  existing cla im .  For exam ple , the  recen t decision  to  fund  one te st per yea r in  genera l p ractice  of NT Pro-BNP 
for chron ic heart fa ilu re . Latest evidence  deve loped  while  th is app lication  was be ing processed  through  HTA overwhe lm ingly 
supports use  of NT Pro-BNP as a  m onitoring te st for a  new treatm ent - requ iring up to  6 te sts with in the  first year to  
sign ifican tly reduce stage  progression  of pa tien ts a t risk of hea rt fa ilu re . A fast-track process to focus exam ination  on  new 
evidence  can  avoid  fu rthe r, m ultip le -year de lays for clin icians and patien ts to access advanced  understand ing and clin ica l 
m anagem ent tools. The  MBS Review could  be  a  m echanism  for th is fa st track, if it is  appropria te ly p rioritised .  

3. Methods for HTA for Australian Government Subsidies 
There  are  som e specific points re levant to  m ethods we  suggest for consideration .  

a ) PICO should  be  agile  enough  to  consider we igh ted eva lua tion  of each com ponent. For exam ple , when  conside ring an  IVD 
com parator for a  point of care  te st (POCT), it m ay not be  su itab le  to  choose  a  labora tory te st, when  in  m any cases across 
Austra lia  the  rea l a lte rnative  to  POCTs is no te st a t a ll, a s even  if a  laboratory te st cou ld  be  accessed , re su lts a re  not tim e ly 
enough  to  be  e ffective . We be lieve  the  Outcom e of PICO needs to  be  con text based . The  ou tcom e for d ifficu lt to  reach  
popula tions m ight be  ve ry d iffe ren t to the  outcom e for popula tions that can  read ily access trad itiona l hea lth  se rvices.  
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Use  of Rea l World  Evidence is  a lso essen tia l and needs to  be  fu lly de fined . Econom ic, tim e ly, and  e ffective  app lications requ ire  
com m unication  of acceptab le  sources and  da ta  needs indica ted for various ta rget popula tions vs urban rura l and rem ote , 
com m on d isorders vs ra re , e tc. 
 

4. Increased Transparency and Improved Access to HTA Processes and 
Outcomes 

We genera lly support in itia tives to  im prove public engagem ent in  the  HTA process and would  support fu rther app lica tion  of 
these  im provem ents across HTA for the  fu ll IVD sector. 

We suggest th is approach could  in form  the  inputs of regula r im pact reviews for HTA decision  m aking. Stakeholder 
engagem ent a ids understand ing and  should lead  to  im proved  ou tcom es for patien ts and  the  hea lthca re  econom y. 

The  op tions paper m entions the  concept of a  p rocessing tim e  clock. It m ay be  possib le  to  m ode l the  device  used by the  USA 
FDA – our m em ber base  report th is system  is large ly working we ll. 


