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Regulatory Burden Measurement
RBM output table

RBM output table

Activity name Cost category Cost type
Ongoing / 
start up

Number of 
business 
affected

Number of 
individuals 
performing 
activity

Number of 
times 
activity 
performed

Average time to do 
activity
(positive = reduction in 
regulatory burden, 
negative = increase in 
regulatory burden)

Labour cost or 
profit per day 
(delay costs)

Average annual change in 
regulatory burden
(positive = reduction in 
regulatory burden, negative 
= increase in regulatory 
burden)

Understanding the new regulatory framework Education Labour Start up 39 1 1 -4 $78 -$1,226
Change in costs for sponsor to respond to TGA during Milestones 3-8 Procedural Labour Ongoing 16 1 1 Various $78 -$7,721

Pathway 2 4 1 1 14 $78 $3,861
Pathway 3 12 1 1 -14 $78 -$11,582

Provisional approval - increase in admin costs Notification Labour Ongoing 8 1 1 -31.5 $78 -$17,373
Increased time on the market Delay Profit per day Ongoing 13 1 1 Various $9,613 $41,978,004

Pathway 2 3 1 1 129 $9,613 $3,226,765
Pathway 3A 3 1 1 87 $9,613 $2,174,559
Pathway 3B 7 1 1 730 $9,613 $36,576,680

SUBTOTAL $41,951,684

Understanding the new regulatory framework Education Labour Ongoing 150 1 1 -15 $78 -$157,056
Change in costs for sponsor to respond to TGA during Milestones 3-8 Procedural Labour Ongoing 12 1 1 15 $78 $13,088
Increased time on the market Delay Profit per day Ongoing 11 1 1 111 $172 $178,446
SUBTOTAL $34,477

Not having to prepare a Pre-submission Planning Form Procedural Labour Ongoing 85 1 1 2 $78 $11,898
Time saving from shift to electronic forms (for self-assessable variations and minor 
variations) Procedural Labour Ongoing 3,000 1 1 2 $78 $419,937
Increased time on the market - Pathway 2 timeframes Delay Profit per day Ongoing 7 1 1 Various $9,613 $6,040,354

New fixed dose combination 1 1 1 97 $9,613 $1,040,104
Extension of indication 5 1 1 120 $9,613 $5,000,250

Increased time on the market - Pathway 3 (expedited approval) Delay Profit per day Ongoing 5 1 1 78 $9,613 $3,255,977
Increased time on the market - Pathway 3 (provisional approval) Delay Profit per day Ongoing 11 1 1 730 $9,613 $60,634,259
SUBTOTAL $70,362,425

Reduced engagement with TGA on Category A applications due to online application 
process Procedural Labour Ongoing 1,175 1 1 0.25 $50 $13,158
Time taken to assess if medicine is on Category B rapid approval list and complete 
online application Procedural Labour Ongoing 30,548 1 1 -0.25 $111 -$370,395

Medicines 12,701 1 1 -0.25 -$295,125
Clinicians/prescribers 7,620 1 1 -0.25 $139 -$238,226
Admin staff 5,080 1 1 -0.25 $50 -$56,899

Biologicals 1,907 1 1 -0.25 -$44,322
Clinicians/prescribers 1,144 1 1 -0.25 $139 -$35,777
Admin staff 763 1 1 -0.25 $50 -$8,545

Devices 1,332 1 1 -0.25 -$30,949
Clinicians/prescribers 799 1 1 -0.25 $139 -$24,982
Admin staff 533 1 1 -0.25 $50 -$5,967

Reduced engagement with TGA on Category B applications due to online application 
process Procedural Labour Ongoing 4,616 1 1 0.25 $50 $51,695
Reduced engagement with TGA on Authorised Prescriber Scheme applications due 
to online application process Procedural Labour Ongoing 231 1 1 0.25 $139 $7,237
SUBTOTAL -$298,305

Understanding the new regulatory framework Education Labour Start up 913 1 1 -1 $78 -$7,100
Completing application for new permitted indications Procedural Labour Ongoing 178 1 1 -1 $78 -$12,484
TGA mandates permitted indications list Procedural Labour Start up 19,407 1 1 -9 $78 -$1,358,266
Increased time taken to do a Listed + application Notification Labour Ongoing 501 1 1 -37.5 $78 -$1,314,541

Publishing evidence of efficacy
Publication and 
documentation Labour Ongoing 25,531 1 1 various $50 -$1,070,090

Initial publication - existing stock of listed complementary meds 19,407 1 1 -3 $50 -$289,808
Initial publication - new listed complementary meds 6,124 1 1 -3 $50 -$731,633
Annual update - existing complementary meds 19,407 1 1 -0.2 $50 -$16,100
Annual update - new listed complementary meds 5,605 1 1 -0.2 $50 -$32,549

Impact of monographs - reducing time taken to locate evidence for new listings Procedural Labour Ongoing 919 1 1 8 $78 $457,200

Amending transparency of efficacy
Publication and 
documentation Labour Ongoing 19,407 1 1 -2.3 $50 -$225,406

Increased days on market (registered meds) using overseas report Delay Profit per day Ongoing 1 1 1 70 $40 $2,518
SUBTOTAL -$3,528,170

Engagement with TGA during compulsory application audits Procedural Labour Ongoing 342 1 1 various $78 $456,012
Level 1 12 1 1 13 $78 $10,430
Level 2 288 1 1 19 $78 $372,618
IVD 43 1 1 25 $78 $72,963

Engagement with TGA during expedited approvals (Pathway 3) Procedural Labour Ongoing 5 1 1 -465 $78 -$162,726

Development of register for high risk devices
Publication and 
documentation Labour Ongoing 63,431 Various 1 Various $87 -$1,216,854

Inputting and updating register 63,131 1 1 -0.25 $87 -$1,016,257
Training 300 10 1 -1.75 $87 -$200,598

Reduced delay costs due to reduced number of compulsory application audits Delay Profit per day Ongoing 245 1 1 Various $517 $16,608,105
Level 1 10 1 1 31 $517 $149,132
Level 2 192 1 1 174 $517 $15,461,962
IVD 43 1 1 50 $517 $997,011

Value of additional days on market due to shorter conformity assessment timeframe u   Delay Profit per day Ongoing 242 1 1 32 $517 $3,578,293
Value of additional days on market due to accelerated approval under Pathway 3 Delay Profit per day Ongoing 5 1 1 133 $517 $310,297
Variations - reduced delay costs due to shorter conformity assessment timeframes 
under Pathway 1B Delay Profit per day Ongoing 67 1 1 56 $517 $1,731,581
SUBTOTAL $19,573,128

Understanding the new regulatory framework Education Labour Start up 2,000 1 1 -1 $78 -$15,553
Abolition of advertising pre-vetting Permission Labour Ongoing 2,236 1 1 3 $78 $469,542
Single complaints resolution body Procedural Labour Ongoing 40 1 1 35 $98 $101,992

Legal 6 1 1 35 $98 $18,587
Non-legal applications 34 1 1 35 $78 $83,405

Reduced regulatory burden on ASMI and CHC due to removal of requirement for 
them to administer advertising pre-approval Procedural Labour Ongoing 2 1 1 104 $98 $18,384
SUBTOTAL $574,365

TOTAL $128,669,604

NCEs

Complementary medicines

Unapproved therapeutics 

Medical devices

Advertising and complaints resolution

Variations

Generics



Medicines Regulatory Reform
Regulatory Burden Measurement
Summary

Summary tables

Average annual change in regulatory 
burden

Negative = increase in regulatory burden
Positive = reduction in regulatory burden

$41,951,684
$34,477
$70,362,425
-$298,305
-$3,528,170
$17,841,547
$574,365
$126,938,023

Average annual change in regulatory 
burden

Negative = increase in regulatory burden

Positive = reduction in regulatory burden
$41,951,684
$34,477
$70,362,425
-$298,305
-$2,232,673
$19,058,401
$574,365
$129,450,374

-$122,055,981

-$244,111,961

Detailed summary

Average annual change in regulatory 
burden

Base Case Scenario 1 Negative = increase in regulatory burden
Average per year Average per year Positive = reduction in regulatory burden

NCEs

Administrative costs $77,212 $103,532 -$26,320
Time taken to assess which pathway to use under new framework $0 $1,226 -$1,226
Change in costs for sponsor to respond to TGA during Milestones 3-8 $77,212 $84,934 -$7,721
Provisional approval - increase in admin costs $0 $17,373 -$17,373

NCEs

Summary of deregulatory savings
EXCLUDING: regulatory costs arising from high risk device 
register, and publishing efficacy (comp meds) and changing 

labels (comp meds)

Complementary medicines
Medical devices
Advertising and complaints resolution
TOTAL

Option 2 - 182 day (6 month) increase in TGA assessment timeframes

TOTAL

Summary of deregulatory savings

Option 1 - 91 day (3 month) increase in TGA assessment timeframes

Indicative increase in average annual regulatory delay costs (for NCEs (including variations for new fixed dose and 
extension of indications), generics and high risk medical devices) from implementation of Recommendation 29(1)(a) - 
the CMO becomes the delegate for decisions

NCEs
Generics
Variations
Unapproved therapeutics 
Complementary medicines
Medical devices
Advertising and complaints resolution

Generics
Variations
Unapproved therapeutics 



Delay costs
Increased time on the market $0 $41,978,004 $41,978,004

TOTAL $41,951,684

Generics

Administrative costs $314,113 $458,081 -$143,968
Time taken to assess which pathway to use under new framework $0 $157,056 -$157,056
Change in costs for sponsor to respond to TGA during Milestones 3-8 $314,113 $301,025 $13,088

Delay costs
Increased time on the market $0 $178,446 $178,446

TOTAL $34,477

Variations

Administrative costs $431,835 $0 $431,835
Not having to prepare a Pre-submission Planning Form $11,898 $0 $11,898
Time saving from shift to electronic forms (for self-assessable variations and minor variations) $419,937 $0 $419,937

Delay costs $0 $69,930,589 $69,930,589
Increased time on the market - Pathway 2 timeframes $0 $6,040,354 $6,040,354
Increased time on the market - Pathway 3 (expedited approval) $0 $3,255,977 $3,255,977
Increased time on the market - Pathway 3 (provisional approval) $0 $60,634,259 $60,634,259

TOTAL $70,362,425

Unapproved therapeutics 

Administrative costs $72,090 $370,395 -$298,305
Reduced engagement with TGA on Category A applications due to online application process $13,158 $0 $13,158
Time taken to assess if medicine is on Category B rapid approval list and complete online application $0 $370,395 -$370,395
Reduced engagement with TGA on Category B applications due to online application process $51,695 $0 $51,695
Reduced engagement with TGA on Authorised Prescr ber Scheme applications due to online application process $7,237 $0 $7,237

TOTAL -$298,305

Complementary medicines

Administrative costs $509,693 $4,040,380 -$3,530,688
Understanding the new regulatory framework $0 $7,100 -$7,100
Completing application for new permitted indications $0 $12,484 -$12,484
TGA mandates permitted indications list $0 $1,358,266 -$1,358,266
Increased time taken to do a Listed + application $52,492 $1,367,034 -$1,314,541
Publishing evidence of efficacy $0 $1,070,090 -$1,070,090
Impact of monographs - reducing time taken to locate evidence for new listings $457,200 $0 $457,200
Amending transparency of efficacy $0 $225,406 -$225,406

Delay costs $0 $2,518 $2,518
Increased days on market (registered meds) using overseas report $0 $2,518 $2,518

TOTAL -$3,528,170

Medical devices

Administrative costs $665,527 $1,589,095 -$923,568
Engagement with TGA during compulsory application audits $665,527 $209,515 $456,012
Engagement with TGA during expedited approvals (Pathway 3) $0 $162,726 -$162,726
Operation of register for high risk devices $0 $1,216,854 -$1,216,854



Delay costs $24,238,723 $13,250,789 $18,765,115
Value of delay getting to market due to compulsory application audits $24,238,723 $7,630,617 $16,608,105
Value of additional days on market due to shorter conformity assessment timeframe under Pathway 1B $0 $3,578,293 $3,578,293
Value of additional days on market due to accelerated approval under Pathway 3 $0 $310,297 $310,297
Variations - reduced delay costs due to shorter conformity assessment timeframes under Pathway 1B $0 $1,731,581 -$1,731,581

TOTAL $17,841,547

Advertising and complaints resolution

Administrative costs $589,919 $15,553 $574,365
Time taken to assess new regulatory framework $0 $15,553 -$15,553
Abolition of advertising pre-vetting $469,542 $0 $469,542
Single complaints resolution body $101,992 $0 $101,992
Reduced regulatory burden on ASMI and CHC due to removal of requirement for them to administer advertising pr $18,384 $0 $18,384

TOTAL $574,365

GRAND TOTAL - ALL ELEMENTS $126,938,023



  
  

 

  
 

 

  

         

 
 
 

 

 

 
   

    
    

   
    

   

 
  

 
                      

  
 

  
 

 
    

 

    

                   

 

 

  

      
     

    

      

       
     

    

  
 
 

 
 

       
       
     
      
      

      

   
 

 
      

     

  
                     

  
                   

  
                   

         

  
      
       
      

      
     

       

   

      

                                 
  

  
      

                        
                           

   
                                

   
                          

                   

  

      
    

    

      

       
    

    

 
 

 
    

 

 
 

    
       
    

      

   
 

    
      

       

  
                     

  
                   

   

      
       

                                    
     
  

  
      

                        
                         

      
                          

      

    

  

              
             

                 

   
     

  
                                

    

        
       

           

   

 

  

   

         
                       

            

            

     

            

  

             

     
 

     
   

            

    
 

    

              

    
 

    

              

   

       
      

                                        
                                       

  
     

                                
                               

         
                               

       

      

  

  

                    
                        
                             
                          

                    
                        
                          
                          

      

 
             

            
 

             
            

    
   
   
   

     
           
              

    
                     

                                 
                                 

      

   
             

            

   
             

       

  

     
           

 

     
      

  

      
      

    

            
              

                

                
     

                                     

                  
                   

            
                                                                 

                

              
                    

                

 

    

      

     

     
          
          

  
               
                  

    
               

     
               
                      

    

  
     

     

 
     
      
           
           

     
           
           

     
   

      
          

      
        

   

  

      
        

              

   

         
    

                            

    

     
 

                  

              
 

                  

       
          

  

    
  
         

      
    

  

     
             

          
                     

    

  

           
  

                            

 

       

    
 

                
                  

  
                 
                 
                 

      

   

    

      

    

 
  

           
    

      
                        

 

    
    
    
     

                            
                             

      
        

    

    

 
                                         

               
               
              
               
             

     

   

                 

  

    
                          
                                    

  
                          
                                    

                                  
                                  
                                  

  

      
                                          

     
                  

  
  
            

  
  
            

  
  
  

     
  

          
          

         

      

 
   

         
           

       
 

   
         

           
          

 

     
   

                 
                           

               
                                                     

                                                               
                                           

   

                 
                 

        

      

                 
                   

                   
       

                  
                 

       

                  
       

                
                

                 
                  

                 
          

               
                  

                 
              
              

           

    
        

    

  

                   
                  

                   
                    

                  
          

                    
 

   

      

            

      
     

 

                 
                

                 
                

                  

      
     

 

                   
                

   



Medicines Regulatory Reform
Regulatory Burden Measurement
Assumptions Calculations

Wages

2011-12

Wage price indexation 3.60%
ABS

Average weekly total cash earnings 2013-14
Professional wages $1,548 ABS Cat 6306
Administrative worker wages $991 ABS Cat 6306
Medical practitioners wages $3,076 ABS Cat 6306 Average weekly cash earnings for medical practitioners (persons)
Nursing professionals $1,748 ABS Cat 6306 Average weekly cash earnings for midwifery and nursing professionals (persons)
Health diagnostic professionals $1,773 ABS Cat 6306
Legal professional $1,945 ABS Cat 6306

Number of hours in a working week
Standard assumption 37.5                               
Medical practitioner 41.7                               
Nursing professionals 38.0                               
Health diagnostic professionals 40.1                               
Legal professional 37.3                               

Average hourly wage
Professional wages $41
Administrative worker wages $26
Medical practitioners wages $74
Nursing professionals $46
Health diagnostic professionals $44
Legal professional $52

Medicines industry profitability
2015-16

Industry profitability (% of revenue) 8.3% 20.3% Revenue $7,450,000,000
Source: Ibisworld Source: GlobalData Profitability $618,400,000

ABS Cat 6345 Wage Price Index
2015-16 Commonwealth MYEFO, Table 2.2, p9



Source: GlobalData

 Pharmacuetical 
company 

 Total revenue 
($b) 

  71.3
58.8
51.6

 50.3
44.4
44.0
41.4
25.7
23.1
18.8

Weighte    

NCEs

OPTION 1
2016-17 est

PBS & RPBS expenditure on cancer drugs $2,009,061,023 Source: DOH submission to Senate Inquiry into cancer drugs (p25) and EY project $m

Discount factor for PBS & RPBS for wholesaler and 
pharmacey mark up 86%

Derived ex-manufacturer sales revenue $1,724,790,884

As at 1 February 2015
Number of cancer drugs 100                                Source: DOH submission to Senate Inquiry into cancer (p7) 

Revenue per cancer drug per year $17,247,909  
Using 20% profit margin

Profit per cancer drug per year $1,431,692 $3,508,927

Number of days per year 365                                
2016-17 2016-17

Profit per cancer drug per day $3,922 $9,613



OPTION 2
2013-14

PBS & RPBS expenditure on 10 most expensive cancer drugs $793,348,459
         

pharmacy mark up 86%

Derived ex-manufacturer sales revenue $681,094,389

Number of cancer drugs 10                                  
Using 20% profit margin

Revenue per cancer drug per year $68,109,439 $13,856,233

Profit per cancer drug per year $5,653,541
2013-14 2016-17 2013-14 2016-17

Profit per cancer drug per day $15,489 $20,941 $37,962 $51,325

Generics

OPTION 1
2014-15 2009 2010

Pharmaceutical expenditure $13,733,000,000 BMI Research/ESPICOM $11,126,000,000 $11,906,000,000
Patented drugs $9,178,500,000 BMI Research/ESPICOM $8,954,000,000 $8,365,000,000
Generic drugs $1,843,000,000 BMI Research/ESPICOM $1,132,000,000 $1,271,000,000
OTC drugs $2,711,000,000 BMI Research/ESPICOM $1,040,000,000 $2,270,000,000

Prescription drugs $11,022,000,000 BMI Research/ESPICOM $10,086,000,000 $9,636,000,000
Generics as % of prescription 11% 13%



Number of items on ARTG (31 December 2014) 82,107                           TGA Half yearly performance report: July to December 2014, p11
Composition of ARTG:
Prescription medicines 14,990                           TGA Half yearly performance report: July to December 2014, p11

Estimated total profit for prescription medicines $914,899,973

Estimated profit per prescription/OTC drug $61,034

Days per year 365                                
2014-15 2016-17

Estimated profit per day $167 $172
Average growth in prescription drug expenditure 1.4%

OPTION 2
2014-15

Generic drugs expenditure $1,915,000,000 BMI Research/ESPICOM
2002

Number of generic medicines on PBS 590                                Parliamentary Library report - http://www.aph.gov.au/About_Parliament/Parliamentary_Departments/Par

Estimated total revenue per generic medicines $3,245,763

Estimated profit per generic medicine $269,420

Days per year 365                                
2014-15 2016-17

Estimated profit per day $738 $759
Average growth in prescription drug expenditure 9.4%

OPTION 3

2014-15
PBS & RPBS expenditure $9,484,966,678 Source: http://medicarestatistics.humanservices.gov.au/statistics/do.jsp?_PROGRAM=%2Fstatistics%2F

Number of differently branded items on PBS 4,780                             Source: http://www.health.gov.au/internet/main/publishing.nsf/Content/annual-report-1213-toc~12-13-2~1
Number of medicines listed on PBS
     Forms
     Differently branded items

Revenue per drug substance per year $1,984,303 Expenditure on PBS & RPBS
Expenditure on PBS& RPBS (online Medica  

Profit per drug substance per year $164,710
Average growth in PBS & RPBS expenditure

Number of days per year 365                                
2014-15 2016-17



Profit per drug substance per day $451 $483

Complementary medicines

2014-15
OTC drug sales $2,711,000,000 BMI Research/ESPICOM

2010
Number of OTC & complementary medicines on 
ARTG 15,861                           

Estimated revenue per OTC medicines per year $170,922

Estimated profit per OTC medicines per year $14,188

Days per year 365                                
2014-15 2016-17

Estimated profit per day $39 $40
Average growth in OTC drug expenditure 4.1%

Medical devices industry profitability

OPTION 1
2015-16

Industry profitability (% of revenue) 16.7% Ibisworld - http://clients1.ibisworld.com.au/reports/au/industry/currentperformance.aspx?entid=262

2014-15

PHI benefits for prostheses $1,894,466,152 APRA statistics - http://www.apra.gov.au/PHI/Publications/Pages/Prostheses.aspx

Number of prostheses used 2,440,082                      APRA statistics - http://www.apra.gov.au/PHI/Publications/Pages/Prostheses.aspx

Revenue per prostheses $776 Average minimum prostheses benefit $2,254 Average of all 10,000  

Profit per prostheses $130 $376
        

per year 238 238

Adjustment factor for prostheses used in public 
hospitals 56% 56%

Average number of each type of prostheses used 
per year 425 425

 Complementary medicines - 12,301 listed and 141 registered  (TGA Half-Yearly Performance Report - J     
 OTC medicines - 3,419 medicines (TGA Half-Yearly Performance Report - Jul to Dec 2014, p11) 

Approx 56% of procedures involving high risk devices are 
done in private hospitals



Average profit per prostheses per year $55,061 $159,867

Days per year 365                                365                            

2014-15 2016-17 2014-15 2016-17
Profit per prostheses per day $151 $178 $438 $517

Indexation factor 8.6%
     Growth in volume of prostheses 7.4% MTAA - http://mtaa.org.au/docs/access/mtaa-prostheses-expenditure-factsheet.pdf?sfvrsn=2
     Growth in average benefit paid per prostheses 1.2% MTAA - http://mtaa.org.au/docs/access/mtaa-prostheses-expenditure-factsheet.pdf?sfvrsn=2

OPTION 2
2012-13

Total medical technology industry revenue $11,800,000,000 MTAA - http://www.mtaa.org.au/about-the-industry/industry-statistics 2015-16 est

Number of medical devices on ARTG (31 December 2014) 48,533                           TGA Half yearly performance report: July to December 2014, p11
     Medical devices 46,821                           
     IVD 1,712                             

Estimated total revenue per medical device $243,134

Estimated profit per medical device $40,603

Days per year 365                                
2012-13 2016-17

Estimated profit per day $111 $155

Indexation factor 8.6%
     Growth in volume of prostheses 7.4% MTAA - http://mtaa.org.au/docs/access/mtaa-prostheses-expenditure-factsheet.pdf?sfvrsn=2
     Growth in average benefit paid per prostheses 1.2% MTAA - http://mtaa.org.au/docs/access/mtaa-prostheses-expenditure-factsheet.pdf?sfvrsn=2

NCEs

Applications

Number of submissions Average 10-11 to 14-15
Approved 33                                  Source: TGA email to DOH 24/8/15
Rejected 1                                    Source: TGA email to DOH 24/8/15
Withdrawn 5                                    Source: TGA email to DOH 24/8/16
TOTAL 39                                  Source: TGA email to DOH 24/8/17



Annual growth CAGR 10-11 to 14-15 Average 10-11 to 14-15
Total submissions -4.8% 6.2%

Proportion of applications approved Average 10-11 to 14-15
NCEs 83%

Number of submissions - Provided by TGA in December 2014-15 Average 2006 to 2014 2005
Received 23                                  Source: TGA email   30                      17
Decided 40                                  Source: TGA email   30                      24

Annual growth CAGR 2005 to 2014 Average 2005 to 2014 2005
Received 3.4% 12.6%
Decided 5.8% 8.7%

Generics

Number of submissions Average 2010-11 to 2014-15 2010-11
Approved 134                                Source: TGA email to DOH 24/8/15 150
Rejected 3                                    Source: TGA email to DOH 24/8/15 2
Withdrawn 12                                  Source: TGA email to DOH 24/8/16 15
TOTAL 150                                167

Annual Growth CAGR 10-11 to 14-15 Average 10-11 to 14-15
Total submissions -6.3% -3.5%

Proportion of applications approved Average 10-11 to 14-15
Generics 90% 90%

Variations

B New fixed dose combination 2014-15 2010-11
Received 14                                  
Approved -                                
Rejected -                                
Withdrawn -                                

C Extension of indication 2014-15 2010-11
Received 54                                  
Approved -                                
Rejected -                                
Withdrawn -                                



C Extension of indication
     Category 3 2014-15 2010-11

Received 1,401                             
Approved 1,389                             
Rejected 3                                    
Withdrawn 9                                    

Self-assessable requests
Minor editorial changes to the PI 2014-15 2010-11
Received 522                                Source: TGA email to DOH 27/8/15
Approved 519                                Source: TGA email to DOH 27/8/15
Rejected -                                Source: TGA email to DOH 27/8/15
Withdrawn 1                                    Source: TGA email to DOH 27/8/15

Self-assessable notification 2014-15 2010-11
Received -                                Source: TGA email to DOH 27/8/15 1,165
Acknowledged -                                Source: TGA email to DOH 27/8/15 1,061
Approved -                                Source: TGA email to DOH 27/8/15 0
Rejected -                                Source: TGA email to DOH 27/8/15 29
Withdrawn -                                Source: TGA email to DOH 27/8/15 8

Self-assessable request 2014-15
Received 1,350                             Source: TGA email to DOH 27/8/15
Approved 1,270                             Source: TGA email to DOH 27/8/15
Withdrawn 23                                  Source: TGA email to DOH 27/8/15

TOTAL self-assessable variations applications 
received Average 2010-11 to 2014-15
Received 1,599 1,165

CAGR 10-11 to 14-15
Average annual growth rate 12.6%

Complementary medicines

Number of sponsors Average 2013 to 2015 2013
Total number of sponsors 913                                TGA data in email 14/1/16 909

Number of listed complementary medicines 2013 2003 2004 2005 2006
Total number on ARTG 11,264                           TGA data in word do       2,519 2,895 3,444 4,092



Average annual growth in number of listed medicines 16% CAGR 2003 to 2013

Listed complementary medicines 2014-15 2010-11
New listed medicines 1,879                             TGA Half-Yearly Performance Report Jan-June 2015, Table 14, p17

Average 2011 to 2015 2011
New listed medicines 1,789                             TGA data in word document 'EY MMDR Costing Exercise COMB Response' 1,810

2013
Number of Listed + applications 146                                TGA draft RIS (2014) - Option 4: mandate permitted indications list

Registered complementary medicines 2014-15 2010-11
Approved 4                                    
Rejected 1                                    
Withdrawn -                                
Returned/failed screening -                                
TOTAL new applications 5                                    

Average 2010-2015 2010 2011
Total registered applications processed 4                                    6 9

Number of applications for new permitted indications

Special Access Scheme

Special Access Scheme 2010-11

2014-15
Category A applications
Medicines 37,860                           TGA Half-Yearly Performance Report Jan-June 2015, Table 38, p37
Biologicals 115                                TGA Half-Yearly Performance Report Jan-June 2015, Table 40, p38
Devices 3,456                             TGA Half-Yearly Performance Report Jan-June 2015, Table 39, p37

Split between public and private facilities

Average 2013-2015
2013 SAS A 
medicines



Public 84% TGA data in word document 'Response to RIS - Unapproved products Urokinase
Private 16% TGA data in word document 'Response to RIS - Unapproved products Thrombin

carbimazole
Levomepromazine
Cyclizine
Lorazepam
Pyrazinamide
Acetylcysteine
NAcetylcystine 
Thiamine
TOTAL

Public
Private

Category B applications

Medicines 2014-15
Category B applications (total) 21,885                           TGA Half-Yearly Performance Report Jan-June 2015, Table 38, p37
Approved 21,207                           TGA Half-Yearly Performance Report Jan-June 2015, Table 38, p37
Approved % 97% Average Jan 2014 - Jun 2015

Biologicals 2014-15
Category B applications (total) 2,465                             TGA Half-Yearly Performance Report Jan-June 2015, Table 40, p38
Approved 2,442                             TGA Half-Yearly Performance Report Jan-June 2015, Table 40, p38
Approved % 99% Average Jan 2014 - Jun 2015

Devices
Category B applications (total) 2,295                             TGA Half-Yearly Performance Report Jan-June 2015, Table 39, p37
Approved 2,071                             TGA Half-Yearly Performance Report Jan-June 2015, Table 39, p37
Approved % 91% Average Jan 2014 - Jun 2015

2015 2011
Category B total 24,087                           TGA data in word document 'Response to RIS - Unapproved products 20,994

Category B applications that are incomplete 4,563                             TGA data in word document 'Response to RIS - Unapproved products
Incomplete fax request 4,177                             TGA data in word document 'Response to RIS - Unapproved products
Duplicate applications 386                                TGA data in word document 'Response to RIS - Unapproved products

Average 2014-2015
Proportion of Category B applications that are 
incomplete 18%



Average annual growth CAGR 2011-2015 Average 2011-2015 2011
Category B applications (total) 3.5% 3.6%

Split between public and private facilities
Average 2013-2015 SAS B medicines

Public 24% TGA data in word document 'Response to RIS - Unapproved products Triamcinolone 
Private 76% TGA data in word document 'Response to RIS - Unapproved products Midodrine

R boflavin 
Bismuth Subcitrate - 
Melatonin
Cyclosporin 
Tetracycline
Levofloxacin
Flunarizine - S belium
Cinnarizine - Stuger
TOTAL

Public
Private

Public
Private

Authorised prescribers 2010-11

2014-15
TOTAL approvals 953                                
Number of approvals - medicines 680                                TGA Half-Yearly Performance Report Jan-June 2015, Table 45, p43
Number of approvals - devices 273                                TGA Half-Yearly Performance Report Jan-June 2015, Table 45, p44

2015
Total applications 918                                TGA data in word document 'Response to RIS - Unapproved products

Medicines 654                                
Devices 254                                

Applications that are incomplete 380                                TGA data in word document 'Response to RIS - Unapproved products
Medicines 268                                
Devices 112                                

Proportion of applications that are incomplete 41%
Medicines 41%
Devices 44%



CAGR 2012 to 2015 Average 12-13 to 14-15
Average annual growth 7.1% 13.7%

Split between public and private facilities

2015

Authorised 
prescriber 
medicine

Public 41% TGA data in word document 'Response to RIS - Unapproved products Alyostal 
Private 59% TGA data in word document 'Response to RIS - Unapproved products ALK Abello Skin Tes   

Indocyanine Green 
Infloran 
Diater DAP 
Triamcinolone Aceto   
Cholecalciferol 
Clobetasol 
Lorazepam 
Pipothiazine 
TOTAL

Public
Private

Medical devices

Applications for inclusion of new devices

Number of applications
2015 2011

Pathway 1
Pathway 2
TOTAL

Growth in applications

Total

Annual number of successful applications for ARTG inclusion
Average 2011-2015 2011

AIMD (Active Implantable Medical Device) 56                                  TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 53



Class I - measurement 53                                  TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 62
Class I - sterile 236                                TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 230
Class II a 1,215                             TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 1,154
Class II b 660                                TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 721
Class III 466                                TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 302

Total Class II b & Class III 1,126                             1,023

IVD -                                

Growth in applications 

AIMD (Active Implantable Medical Device) -34.1% CAGR 2011 to 2015

Class I - measurement -3.4% CAGR 2011 to 2015
Class I - sterile 1.1% CAGR 2011 to 2015
Class II a 0.6% CAGR 2011 to 2015
Class II b 0.4% CAGR 2011 to 2015
Class III 0.7% CAGR 2011 to 2015

Class II b and III 0.5% CAGR 2011 to 2015

Variations

Average 2011-2015 2011
AIMD (Active Implantable Medical Device) 4                                    TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 1

Class I - measurement 0 TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 0
Class I - sterile 0 TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 0
Class II a 0 TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 0
Class II b 0 TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 0
Class III 47                                  TGA data excel file - 'MMDR - RIS data', Inclusion Data 2011-2015 tab' 44
Device Change Requests 217                                (50% of three year average - relfects approx DCR workload for high risk devices)

IVD 0 0

Compulsory application audits

Total number of compulsory application audits (including where device was rejected)

Level 1
Average 2011-2015 2011

AIMD (Active Implantable Medical Device) 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0



Class I - measurement 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class I - sterile 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II a 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 1
Class II b 17 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 10
Class III 1 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0

Total Class II b & Class III 17                                  TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 10

IVD -                                

Level 2
Average 2011-2015 2011

AIMD (Active Implantable Medical Device) 56 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 54

Class I - measurement 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class I - sterile 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II a 1 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 1
Class II b 8 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 11
Class III 245 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 254
Selected and audited, but application not completed 111 99

Total Class II b & Class III 364                                TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 364

Number of compulsory application audits where device was approved

Level 1
Average 2011-2015 2011

AIMD (Active Implantable Medical Device) 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0

Class I - measurement 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class I - sterile 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II a 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II b 15 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 9
Class III 1 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0

Total Class II b & Class III 15                                  TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 9

Level 2
Average 2011-2015 2011

AIMD (Active Implantable Medical Device) 55 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 52

Class I - measurement 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0



Class I - sterile 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II a 0 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 0
Class II b 5 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 6
Class III 219 TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 220

Total Class II b & Class III 225                                TGA data excel file - 'MMDR - RIS data', ARTG inclusion (MD) tab' 226

Timeframe to complete audit

Level 1 2014-15 NB. ONLY Jan-Jun 2015 included 2010-11
Sponsor days 17                                  
TGA days 5                                    
TOTAL 22                                  

Level 2
Sponsor days 42                                  
TGA days 82                                  
TOTAL 124                                

IVD
Sponsor days 22                                  
TGA days 14                                  
TOTAL 36                                  

TGA assessment timeframes

Median TGA processing times
Average Jan 2014 - Jun 2015 2010-11

New devices 151                                TGA Half-Yearly Performance Report Jan-June 2015, Table 26, p26
Changes or recertification 60                                  TGA Half-Yearly Performance Report Jan-June 2015, Table 26, p27

Notified bodies identified for confidence building

Yellow highlighted no      
Higher risk devices only 
(proportion of ARTG entry count) 69% TGA data excel file - 'R14 1085388 Manufacturers Evidence and ARTG Entries Bas         
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High risk device registry

Number of procedures involving high risk devices
2013-14 2008-09 2009-10 2010-11 2011-12



Public 102,339 87,760 91,040 94,147 96,617
Private 137,566 107,105 114,258 119,967 125,314
TOTAL 239,905 194,865 205,298 214,114 221,931

Average 2008-09 to 2013-14
Public 44% 45% 44% 44% 44%
Private 56% 55% 56% 56% 56%
TOTAL 100% 100% 100% 100% 100%

Number of procedures involving high risk devices excluding procedures assumed to be already captured on registries - orthopaedics, cardiac and breast

2013-14 2008-09 2009-10 2010-11 2011-12
Public 43,133 39,371 39,908 41,078 41,783
Private 44,056 34,870 36,967 38,190 39,187
TOTAL 87,189 74,241 76,875 79,268 80,970

Proportion of total high risk device procedures
Average 2008-09 to 2013-14

Private 32% 33% 32% 32% 31%

Average annual growth in procedures assumed for new high risk device registry
CAGR 2008-09 to 2013-14 2009-10 2010-11 2011-12

Public 2% 1% 3% 2%
Private 5% 6% 3% 3%
TOTAL 3% 4% 3% 2%

Split in activity between public and private hospitals for procedures assumed for new high risk device registry
Average 2008-09 to 2013-14 2008-09 2009-10 2010-11 2011-12

Public 52% 53% 52% 52% 52%
Private 48% 47% 48% 48% 48%
TOTAL 100% 100% 100% 100% 100%

Number of private hospitals reporting use of high risk devices

Number reporting 1000+ procedures 49
Number reporting 500-999 procedures 29
Number reporting 100-499 procedures 82
Number reporting 10-99 procedures 81
Number reporting <10 procedures 59
TOTAL 300

Advertising and complaints



Applications for pre-approval of advertisements

Number of applications for advertising approval
Average 2011-12 to 2014-15 2011-12

ASMI 1,391 TGA data (email from David Poulton 12/01/2016) 1,488
CHC 846 TGA data (email from David Poulton 12/01/2016) 959
TOTAL 2,236 TGA data (email from David Poulton 12/01/2016) 2,447

Annual growth
ASMI -9% CAGR 2011-12 to 2014-15
CHC -5% CAGR 2011-12 to 2014-16
TOTAL -7% CAGR 2011-12 to 2014-17

Complaints 

Number of complaints
Average 2011-12 to 2014-15 2011-12

Determined by Panel 169 TGA data (email from David Poulton 12/01/2016) 212
Complaints referred to TGA (stage 2) 39 TGA data (email from David Poulton 12/01/2016) 43

Proportion of complaints subject to Stage 2 
determination 24% 20%



2012-13 2013-14 2014-15 2015-16 2016-17

2.90% 2.60% 2.20% 2.50% 2.75%
ABS ABS ABS MYEFO MYEFO

2013-14 2014-15 2015-16 2016-17
$1,548 $1,582 $1,622 $1,666

$991 $1,013 $1,038 $1,067
$3,076 $3,144 $3,222 $3,311
$1,748 $1,786 $1,831 $1,881
$1,773 $1,812 $1,857 $1,908
$1,945 $1,987 $2,037 $2,093

2013-14 2014-15 2015-16 2016-17
$41 $42 $43 $44
$26 $27 $28 $28
$74 $75 $77 $79
$46 $47 $48 $50
$44 $45 $46 $48
$52 $53 $55 $56

Ibisworld - http://clients1.ibisworld.com.au/reports/au/industry/ataglance.aspx?entid=188



 Profit ($b)  Profit (% of 
revenue) 

Weighted average 
profit

13.8 19% 3%
9.2 16% 2%

22.0 43% 10%
12.0 24% 3%
8.5 19% 2%
4.4 10% 0%
8.5 21% 2%
2.6 10% 0%
4.7 20% 1%
4.1 22% 1%

Average profit % 20%
ed average profit % 25%

2009-10 2010-11 2011-12 2012-13 2013-14 2014-15 2015-16 2016-17
$994,000 $1,087,000 $1,135,000 $1,230,000 $1,486,000 $1,643,149 $1,816,917 $2,009,061 Source: Department of Hea                

10.6% CAGR 09-10 to 13-14

Manufacturer Script Volume Govt Cost ($) Total Cost ($)
Derived Ex-

Manufacturer Sales 
($)

Sales as % of Gov 
cost

Pfizer 16,434,424            738,679,704         917,738,471         689,846,760               93%
AstraZeneca 17,618,547            679,523,749         864,486,573         626,953,460               92%
Apotex 25,164,655            453,398,182         611,226,583         356,765,178               79%
Novartis Pharmace 3,134,106              551,132,269         579,272,411         507,289,972               92%
Alphapharm 28,231,376            390,098,815         546,457,280         293,783,190               75%
sanofi-aventis 12,654,740            438,104,638         518,669,175         371,033,510               85%
Merck Sharp & Doh 8,599,944              400,170,812         482,920,213         358,741,648               90%
AbbVie * 3,646,092              391,900,934         422,127,696         359,098,444               92%
GlaxoSmithKline 9,879,505              308,593,442         389,101,412         274,664,424               89%
Aspen Pharmacare 19,296,122            278,760,582         385,790,646         210,146,905               75%
Janssen-Cilag 2,940,663              323,189,951         346,932,846         289,967,243               90%
Boehringer Ingelhe  7,177,678              252,796,974         298,045,574         209,308,705               83%

Table14(a): Top 20 Responsible Persons by Total Cost, year ending: Jun 2014 - Section 85 only - http://www.pbs.gov.au/statistics/2013-2014-files/e



Bayer 1,727,655              276,699,999         295,094,813         252,723,639               91%
Sandoz 10,136,468            189,462,967         254,662,175         152,201,150               80%
Mundipharma 3,830,531              176,212,937         201,674,320         137,073,711               78%
Novo Nordisk Phar  1,044,665              153,486,149         164,127,527         135,741,345               88%
Eli Lilly 1,769,755              134,630,306         158,786,627         124,317,158               92%
Bristol-Myers Squib 943,409                 143,743,027         153,486,232         130,643,654               91%
Ascent Pharma 4,677,692              93,717,545           124,324,189         76,539,666                 82%
Servier Laboratorie 5,527,226              88,408,622           122,755,440         70,415,763                 80%

Average 86%

Top 10 most expensive cancer PBS & RPBS medicine - 2013-14 (https://www.health.gov.au/internet/main/publishing.nsf/Content/F53C Top 10 PBS/RPBS drugs by total cost (by generic na     
Drug Scripts Total cost Cost per script Drug
RITUXIMAB 42,686 $147,878,837 $3,464 Rosuvastatin 
IMATINIB 24,879 $96,289,418 $3,870 Atorvastatin 
TRASTUZUMAB 30,549 $94,510,793 $3,094 Adalimumab 
PEGFILGRASTIM 45,376 $87,624,811 $1,931 Esomeprazole 
BEVACIZUMAB 32,728 $74,995,025 $2,291 Fluticasone + Salmeterol 
IPILIMUMAB 2,346 $73,852,789 $31,480 Etanercept 
LENALIDOMIDE 9,897 $63,450,651 $6,411 Aflibercept 
GOSERELIN 68,556 $59,775,807 $872 Ranibizumab 
BORTEZOMIB 30,810 $52,612,479 $1,708 Insulin Glargine 
LEUPRORELIN 34,427 $42,357,849 $1,230 Tiotropium 
TOTAL 322,254                $793,348,459 $2,462 TOTAL

2011 2012 2013 2014 2015e
$12,452,000,000 $12,976,000,000 $12,954,000,000 $13,481,000,000 $13,985,000,000 BMI Research/ESPICOM
$8,680,000,000 $8,956,000,000 $8,742,000,000 $9,041,000,000 $9,316,000,000 BMI Research/ESPICOM
$1,403,000,000 $1,551,000,000 $1,636,000,000 $1,771,000,000 $1,915,000,000 BMI Research/ESPICOM
$2,369,000,000 $2,469,000,000 $2,576,000,000 $2,668,000,000 $2,754,000,000 BMI Research/ESPICOM

$10,083,000,000 $10,507,000,000 $10,378,000,000 $10,813,000,000 $11,231,000,000 BMI Research/ESPICOM
14% 15% 16% 16% 17%



    rliamentary_Library/Publications_Archive/archive/pbs

 Fpbs_group_standard_report&group=1&VAR=BENEFIT&RPT_FMT=3&start_dt=201007&end_dt=201506

 12-13-2-1~12-13-2 2012-11 2012-12 2012-13 2013-14 2014-15
750 770 780 Source: http://www.health.gov.au/internet/main/publishing.nsf/Content/annua

1,970 2,040 Source: DoH Annual report, http://www.health.gov.au/internet/main/publishin
4,500 4,780

$8,882,090,924 $9,326,450,961 Source: http://www.pbs.gov.au/statistics/2013-2014-files/expenditure-and-pre
     re statistics) $8,295,136,439 $8,790,902,297 $8,824,076,825 $9,604,454,112 $9,484,966,678 Source: http://medicarestatistics.humanservices.gov.au/statistics/do.jsp?_PR

      e 3.4%



2014-15
Total number of 
prostheses

Average revenue 
per prostheses

Average number of 
prostheses used

$87,871,337 296,286 $296.58 APRA statistics - http:// 291 1,018
$27,377,247 39,615 $691.08 APRA statistics - http:// 183 216

$206,336,007 722,759 $285.48 APRA statistics - http:// 896 807
   0 listed items $60,857,774 29,111 $2,090.54 APRA statistics - http:// 451 65

$29,675,975 36,105 $821.94 APRA statistics - http:// 206 175
$196,258,735 477,958 $410.62 APRA statistics - http:// 2,901 165
$15,211,288 73,060 $208.20 APRA statistics - http:// 714 102

$367,308,895 57,331 $6,406.81 APRA statistics - http:// 387 148
$20,355,733 6,352 $3,204.62 APRA statistics - http:// 94 68

$56,203,505 77,277 $727.30 APRA statistics - http:// 465 166
$212,658,273 104,632 $2,032.44 APRA statistics - http:// 990 106

$248,461,315 117,071 $2,122.31 APRA statistics - http:// 956 122

PHI benefits by prosthesis category
Ophthalmic
Ear, Nose & Throat

               ul to Dec 2014, p11)
                

General Miscellaneous
Neurosurgical
Urogenital
Specialist Orthopaedic
Plastic and Reconstructive
Cardiac
Cardiothoracic

Vascular
Hip

Knee

# of types of 
prosthesis on list 

(August 2015)



$144,007,781 185,041 $778.25 APRA statistics - http:// 1,699 109
$221,882,287 217,484 $1,020.22 APRA statistics - http://www.apra.gov.au/PHI/Publications/Pages/Prosthese

$1,894,466,152 2,440,082 $776.39 APRA statistics - http:// 10,233 238

$3,454,000,000 Ibisworld - http://clients1.ibisworld.com.au/reports/au/industry/keystatistics.aspx?entid=262

2010-11 2011-12 2012-13 2013-14 2014-15
32 27 24 52 29
1 3 0 1 1
6 8 6 5 2
39 38 30 58 32

Spinal
Other
Total 



-3% -21% 93% -45%

82% 71% 80% 90% 91%

2006 2007 2008 2009 2010 2011 2012 2013 2014
34 24 30 29 29 21 41 38 23
34 26 25 26 32 27 24 38 40

2006 2007 2008 2009 2010 2011 2012 2013 2014
100% -29% 25% -3% 0% -28% 95% -7% -39%
42% -24% -4% 4% 23% -16% -11% 58% 5%

2011-12 2012-13 2013-14 2014-15
171 102 130 119

4 6 5 0
11 12 11 10

186 120 146 129

11% -35% 22% -12%

92% 85% 89% 92%

2012-13 2013-14 2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec

12 11 9 14 TGA provided data
Email 

2012-13 2013-14 2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec

37 41 73 54 70 43 30 33

Source for 2011-12 to 
2013-14

0

50

100

150

200

2010-11 2011-12 2012-13 2013-14 2014-15

An
nu

al 
nu

mb
er

 of
 su

bm
iss

ion
s 



2012-13 2013-14 2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec

1,546 1,401 709 792 754 745
1,529 1,389 695 785 744 737

0 3 1 0 0 0
17 9 13 7 10 8

2012-13 2013-14 2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec

45 576 522 94 299 264 272
17 521 519
0 1 0
0 8 1

2011-12 2012-13 2013-14 2014-15
1,643 1,233 7
1,503 1,195 218

0 1 0
6 0 0

17 12 1

160 1,294 1,350
52 1,256 1,270
2 18 23

1,643 1,438 1,877 1,872

41.0% -12.5% 30.5% -0.3%

2014 2015
920 910

2007 2008 2009 2010 2011 2012 2013
4,624 5,314 6,027 7,107 8,185 9,623 11,264
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2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec
1,879 970 1,022

2012 2013 2014 2015
1,992 1,825 1,710 1,608

2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec
4 0 3
1 0 1
0 0 0
0 0 0
5 0 0 0 4

2012 2013 2014 2015
7 1 2 0

2011-12 2012-13 2013-14 2014-15

2012-13 2013-14 2014-15
Jul - Dec Jan - Jun Jul - Dec

17,648 37,860 17,648 18,698
24 115 24 38

1,139 3,456 1,139 1,968

# of approvals Usage
2014 SAS A 
medicines # of approvals Usage 2015 SAS A medicines # of approvals



1,698 Mostly hospitals Urokinase 2,151 Mostly hospitals Urokinase 2,274
1,518 Mostly hospitals Thrombin 2,006 Mostly hospitals Levomepromazine 2,059
1,458 Both, but mostly private Cyclizine 1,848 Mostly hospitals Vasopressin 1,539
1,259 Mostly hospitals IndigoCarmine 1,232 Mostly hospitals Thrombin 1,499
1,259 Mostly hospitals Levomepromazine 1,183 Mostly hospitals IndigoCarmine 1,290

839 Mostly hospitals Pyrazinamide 1,119 Both, but mostly private Dexamethasone 1,265
814 Both, but mostly private Lorazepam 1,058 Mostly hospitals Lorazepam 1,182
723 Mostly hospitals labetalol 686 Mostly hospitals Pyrazinamide 912
700 Mostly hospitals Thiamine 665 Both, but mostly private Midodrine 815
635 Both, but mostly private Fosfomycin 655 Mostly hospitals Levosimendan 814

10,903 TOTAL 12,603 TOTAL 13,649

7,996 73% Public 10,819 86% Public 12,737
2,907 27% Private 1,784 14% Private 912

TRUE TRUE TRUE

2012-13 2013-14 2014-15
Jul - Dec Jan - Jun Jul - Dec

22,848 21,885 9,036 12,938 9,910 10,631
21,207 9,675 10,338

97% 98% 97%

1,162 2,465 1,162 1,226
2,442 1,135 1,225
99% 98% 100%

1,251 2,295 1,251 1,218
2,071 1,159 1,121

0% 90% 93% 92%

2012 2013 2014 2015
22,064 23,910 23,395 24,087

1,037 3,948 4,563
808 3,657 4,177
229 291 386

17% 19%
0

0

0

0

0

0

0
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2012 2013 2014 2015
5% 8% -2% 3%

2013 2014 2015 Prescribed from: Proportion of hospitals
2145 2266 1810 private clinic 19%
1142 1117 1242 hospital 63%
1054 1389 1609 private clinic 20%
1029 1141 1130 private clinic 36%
928 1259 1342 hospital 100%
561 567 587 private clinic 17%
535 592 622 private clinic 42%
528 624 662 private clinic 40%
486 538 661 private clinic 20%
425 445 502 private clinic 34%

8833 9938 10167 39%

2,070 2,376 2,584
6,763 7,562 7,583

23% 24% 25%
77% 76% 75%

2011-12 2012-13 2013-14 2014-15
2012-13 2013-14 2014-15

Jul - Dec Jan - Jun Jul - Dec
953 301 453
680 213 324
273 88 129

2012 2013 2014 2015
748 714 754 918

654
254

380
268
112

41%
41%
44%

0
2012 2013 2014 2015
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Series1



-5% 6% 22%

2015
110 Private
77 Private
49 Hospital
47 Hospital
41 Private & Hospital
32 Private & Hospital
30 Private
16 Hospital
15 Hospital
15 Hospital

432

179 41%
254 59%

2012 2013 2014 2015

2012 2013 2014 2015
60 71 85 10



54 50 46 54
195 295 222 240

1,070 1,361 1,310 1,180
613 576 658 733
372 804 539 311

985 1,380 1,197 1,044

13% 18% 20% -88%

-15% -6% 14% 11%
23% 116% -33% -42%

-4% 40% -13% -13%

2012 2013 2014 2015
3 2 5 9

0 0 0 0
0 0 0 0
0 0 0 0
0 0 0 0

41 39 61 49
238 318 745

0 0 0 0

2012 2013 2014 2015
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AIMD (Active Implantable Medical Device) Class II b Class III Class II b and III



0 0 0 0
0 0 0 0
0 1 0 0

16 18 29 11
0 0 1 2

16 18 30 13

2012 2013 2014 2015
60 71 83 10

0 0 0 0
0 0 0 0
0 1 0 1
6 8 9 7

320 180 243 228
39 176 113 129

365 364 365 364

2012 2013 2014 2015
0 0 0 0

0 0 0 0
0 0 0 0
0 0 0 0

13 17 24 10
0 0 1 2

13 17 25 12

2012 2013 2014 2015
60 71 83 9

0 0 0 0



0 0 0 0
0 0 0 0
4 3 8 6

303 171 218 184

307 174 226 190

2012-13 2013-14 2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec Jan - Jun Jul - Dec

19

97

2014-15
2011-12 2012-13 2013-14 2014-15 Jan - Jun Jul - Dec

108 173 108 195
54 64 54 79

  otified bodies identified for confidence building  April 2013

ARTG Entry Count Percentage

            9 0.18%
    52 1.06%

      19 0.39%
   7 0.14%
   1615 32.99%

   171 3.49%

Notified Body



   62 1.27%
     9 0.18%

   53 1.08%
      4 0.08%

      4 0.08%
   6 0.12%

    14 0.29%
7 0.14%

   1 0.02%
    78 1.59%

      20 0.41%
     292 5.97%

    12 0.25%
    24 0.49%
    217 4.43%

     11 0.22%
       33 0.67%
      76 1.55%

2 0.04%
   2 0.04%

  3 0.06%
    71 1.45%

        12 0.25%
   791 16.16%

    11 0.22%
     81 1.65%
     24 0.49%
            25 0.51%
     988 20.18%

1 0.02%
    11 0.22%

  24 0.49%
      2 0.04%

51 1.04%
4895 100.00%

   onfidence building 3354 68.52%

2012-13 2013-14



97,871 102,339
126,851 137,566
224,722 239,905

44% 43%
56% 57%
100% 100%

2012-13 2013-14
42,086 43,133
38,564 44,056
80,650 87,189

30% 32%

2012-13 2013-14
1% 2%

-2% 14% TRUE
0% 8%

2012-13 2013-14
52% 49%
48% 51%

100% 100%





Top 50 PBS/RPBS drugs by total cost (by generic name)    http://www.pbs.gov.au/statistics/2013-2014-files/expendit
Drug Volume Govt Cost $ Total Cost $
Rosuvastatin 7,806,237 287,914,893 392,284,844

   alth submission into Inquiry into availability of new, innovative and spealist cancer d    Atorvastatin 8,912,377 279,187,250 357,186,086
Adalimumab 153,818 272,717,486 276,360,731

Esomeprazole 6,932,449 201,734,847 265,260,640
Fluticasone + Salm  3,232,265 182,364,895 231,096,088
Etanercept 87,882 154,192,858 156,044,850

Aflibercept 97,941 152,683,617 153,737,594
Ran bizumab 96,523 148,455,573 149,405,480
Insulin Glargine 325,853 133,915,261 138,449,168
Tiotropium 1,959,807 129,001,764 144,207,429
Olanzapine 1,021,861 120,616,544 130,114,756
Fingolimod 50,914 116,603,422 117,808,297
Quetiapine 1,008,652 106,099,945 116,800,217
Imatinib 25,107 97,557,011 98,036,088
Ezetimibe + Simvas  985,241 96,990,982 110,571,042
Budesonide + Eform  1,710,547 87,495,065 116,429,457
Oxycodone 2,733,368 83,857,687 99,956,916
Ezetimibe 1,242,037 72,253,440 88,511,025
Pregabalin 1,603,355 71,343,720 88,883,547



Paracetamol 6,040,540 69,531,310 94,554,945
Mesalazine 265,895 65,038,131 71,490,104
Amlodipine + Atorva  1,196,929 63,661,025 81,842,998
Venlafaxine 2,146,836 63,493,475 89,539,850
Valaciclovir 494,021 62,039,952 75,066,694
Clopidogrel 2,127,743 61,887,723 73,454,982
Buprenorphine 1,288,119 59,577,004 67,488,346
Denosumab 169,093 58,516,718 60,377,805
Goserelin 67,064 57,718,077 58,652,022
Golimumab 32,671 57,346,733 58,104,771

         ame) to Australia - 2http://www.pbs.gov.au/statistics/2013-2014-files/expenditure-aRisperidone 618,825 57,100,832 61,351,185
Scripts Total cost Cost per script Insulin Aspart 233,285 54,953,855 58,922,272

7,806,237 $392,284,844 $50 Desvenlafaxine 1,810,218 53,431,087 90,969,281
8,912,377 $357,186,086 $40 Rabeprazole 2,043,377 51,331,594 62,574,967

153,818 $276,360,731 $1,797 Paliperidone 150,161 48,611,154 50,151,929
6,932,449 $265,260,640 $38 Insulin Aspart + Ins    190,066 47,422,658 49,523,773
3,232,265 $231,096,088 $71 Sitagliptin + Metform  640,994 47,303,750 57,426,616

87,882 $156,044,850 $1,776 Irbesartan + Hydroc  2,208,229 46,925,556 57,794,176
97,941 $153,737,594 $1,570 Irbesartan 3,014,076 46,083,933 60,780,858
96,523 $149,405,480 $1,548 Pantoprazole 4,094,219 45,932,933 64,965,765

325,853 $138,449,168 $425 Enoxaparin Sodium 422,230 43,393,997 50,813,481
1,959,807 $144,207,429 $74 Fentanyl 621,019 42,384,315 46,484,890

29,605,152          $2,264,032,911 $76 Varenicline 351,138 42,232,283 50,556,300
Leuprorelin 33,283 40,800,702 41,113,021
Famciclovir 197,597 40,745,196 45,468,521
Ustekinumab 6,496 40,396,845 40,575,336
Perindopril 3,933,326 39,508,138 58,830,008
Duloxetine 1,195,390 39,411,259 58,290,863
Latanoprost 1,303,651 36,821,512 46,554,150
Clopidogrel + Aspir  619,543 36,724,795 44,509,121
Aripiprazole 171,952 36,346,023 38,326,999
TOTAL 395,371,067       $5,097,700,286



 al-report-1213-toc~12-13-2~12-13-2-1~12-13-2
    ng.nsf/Content/DC5839D1C54A92C3CA257D50001CB666/$File/2.1%20Outcome%202%20Access%20to%20Pharmaceutical%20Services.pdf

 escriptions-12-months-to-30-june-2014.pdf
 ROGRAM=%2Fstatistics%2Fpbs_group_standard_report&group=1&VAR=BENEFIT&RPT_FMT=3&start_dt=201007&end_dt=201506







Jan - Jun
7 For Jan-Jun 2014-15, TGA Half-Yearly Performance Report Jan-June 2015, Table 2, p8
7
0 No earlier reporting in TGA performance reports
0

Jan - Jun
21 For Jan-Jun 2014-15, TGA Half-Yearly Performance Report Jan-June 2015, Table 2, p8
21
0 For Jan-Jun 2013-14 to Jul-Dec 2014-15, TGA Half-Yearly Performance Report Jul-Dec 2014, Table 3, p15
0 Applications only (does not include pre-subs)
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Jan - Jun
656 For Jan-Jun 2014-15, TGA Half-Yearly Performance Report Jan-June 2015, Table 2, p8
652 For Jan-Jun 2013-14 to Jul-Dec 2014-15, TGA Half-Yearly Performance Report Jul-Dec 2014, Table 5, p16

3
1

Jan - Jun
281 TGA Half-Yearly Performance Report Jan-June 2015, Table 3, p9

TGA Half-Yearly Performance Report Jul-Dec 2014, Table 4, p16



Jan - Jun
857 TGA Half-Yearly Performance Report Jan-June 2015, Table 14, p17

Jan - Jun
1 TGA Half-Yearly Performance Report Jan-June 2015, Table 12, p16
0
0
0
1

Jan - Jun
19,162 TGA Half-Yearly Performance Report Jan-June 2015, Table 38, p37

77 TGA Half-Yearly Performance Report Jan-June 2015, Table 40, p37
1,488 TGA Half-Yearly Performance Report Jan-June 2015, Table 39, p37

Usage



Mostly hospitals
Mostly hospitals
Mostly hospitals
Mostly hospitals
Mostly hospitals
Mostly private
Mostly hospitals
Both, but mostly private
Mostly hospitals
Mostly hospitals

93%
7%

Jan - Jun
11,254 TGA Half-Yearly Performance Report Jan-June 2015, Table 38, p37
10,869

97%

1,239 TGA Half-Yearly Performance Report Jan-June 2015, Table 40, p37
1,217
98%

1,077 TGA Half-Yearly Performance Report Jan-June 2015, Table 39, p37
950

88%



Jan - Jun
500 TGA Half-Yearly Performance Report Jan-June 2015, Table 45, p42
356
144



Jan - Jun
17 TGA Half-Yearly Performance Report Jan-June 2015, Table 29, p30
5 (Jul-Dec 2014-15) TGA Half-Yearly Performance Report Jul-Dec 2014, Table 29, p34

22

42 TGA Half-Yearly Performance Report Jan-June 2015, Table 29, p30
82 (Jul-Dec 2014-15) TGA Half-Yearly Performance Report Jul-Dec 2014, Table 29, p34

124

22 TGA Half-Yearly Performance Report Jan-June 2015, Table 29, p30
14
36

Jan - Jun
151 TGA Half-Yearly Performance Report Jan-June 2015, Table 26, p26
48 TGA Half-Yearly Performance Report Jan-June 2015, Table 26, p27
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Dec Qtr 2014 No gap benefits paid $ Mar Qtr 2015 No gap benefits paid $ Jun Qtr 2015 No gap benefits paid $

Total Private hospital Public hospitals Total Private hospital Public hospitals Total Private hospit Public hospitals

  
prosthesis 
by category

$22,157,138 $21,458,472 $698,666 $19,815,267 $19,114,167 $701,100 $24,462,120 $23,602,909 $859,211 Ophthalmic
$7,391,736 $6,926,257 $465,479 $6,368,557 $5,943,869 $424,688 $7,038,755 $6,573,730 $465,025 Ear, Nose & Throat

$51,600,423 $47,033,552 $4,566,870 $49,892,811 $44,876,123 $5,016,688 $54,867,191 $49,477,226 $5,389,965 General Miscellaneous
$16,223,871 $14,938,629 $1,285,242 $13,151,258 $11,451,665 $1,699,593 $16,188,351 $14,576,797 $1,611,554 Neurosurgical
$7,632,230 $7,207,551 $424,679 $6,738,333 $6,402,797 $335,536 $7,930,694 $7,485,094 $445,600 Urogenital

$49,495,513 $43,653,932 $5,841,581 $45,758,310 $39,465,532 $6,292,778 $51,502,279 $45,343,406 $6,158,873 Specialist Orthopaedic
$4,025,121 $3,510,852 $514,269 $3,544,034 $3,087,338 $456,696 $3,780,237 $3,381,310 $398,927 Plastic and Reconstructive

$94,062,922 $82,772,429 $11,290,493 $85,712,067 $73,918,464 $11,793,603 $97,255,866 $83,860,562 $13,395,303 Cardiac
$5,242,897 $4,741,344 $501,553 $4,863,027 $4,388,658 $474,370 $5,132,554 $4,559,446 $573,108 Cardiothoracic

$14,272,791 $12,233,254 $2,039,537 $12,520,215 $10,520,253 $1,999,963 $15,165,007 $12,768,670 $2,396,337 Vascular
$55,422,258 $51,749,275 $3,672,983 $50,546,779 $46,516,121 $4,030,658 $54,221,445 $50,103,253 $4,118,192 Hip

$66,192,508 $63,235,363 $2,957,145 $56,532,808 $54,069,147 $2,463,662 $65,811,232 $62,914,154 $2,897,078 Knee



$37,759,315 $34,826,013 $2,933,303 $32,132,874 $28,811,787 $3,321,087 $37,940,736 $34,891,430 $3,049,306 Spinal
$56,191,223 $52,217,856 $3,973,367 $53,197,885 $48,742,884 $4,455,001 $59,944,024 $54,962,528 $4,981,497 Other
$487,669,946 $446,504,779 $41,165,167 $440,774,227 $397,308,805 $43,465,422 ########## ########## $46,739,977 Total 







Sep Qtr 2014 Dec Qtr 2014 Mar Qtr 2015 Jun Qtr 2015

Total Private hospit Public hospita Total Private hospit Public hospita Total Private hospitaPublic hospita Total Private hospitaPublic hospitals
73,289 70,317 2,972 75,465 72,733 2,732 66,889 64,212 2,677 80,643 77,450 3,193
11,182 10,686 496 12,324 11,836 488 7,697 7,336 361 8,412 7,995 417

178,269 162,913 15,356 183,682 167,508 16,174 172,607 156,100 16,507 188,201 172,025 16,176
7,444 6,303 1,141 8,059 6,912 1,147 6,242 5,121 1,121 7,366 6,224 1,142
8,538 7,836 702 9,152 8,322 830 8,615 7,801 814 9,800 8,785 1,015

123,159 102,363 20,796 118,606 98,439 20,167 111,753 89,068 22,685 124,440 103,219 21,221
17,965 14,769 3,196 18,973 15,820 3,153 18,045 15,147 2,898 18,077 15,178 2,899
13,975 11,831 2,144 14,851 12,729 2,122 13,644 11,538 2,106 14,861 12,571 2,290
1,630 1,458 172 1,648 1,483 165 1,473 1,327 146 1,601 1,415 186

19,958 16,513 3,445 19,805 16,319 3,486 17,435 14,550 2,885 20,079 16,589 3,490
25,436 23,184 2,252 27,280 25,060 2,220 24,944 22,569 2,375 26,972 24,273 2,699

28,034 26,867 1,167 31,549 30,210 1,339 26,654 25,147 1,507 30,834 29,439 1,395



46,995 41,945 5,050 48,432 42,934 5,498 41,529 35,845 5,684 48,085 42,718 5,367
51,952 47,931 4,021 55,232 50,920 4,312 52,627 48,171 4,456 57,673 52,517 5,156

607,826 544,916 62,910 625,058 561,225 63,833 570,154 503,932 66,222 637,044 570,398 66,646
90% 10% 90% 10% 88% 12% 90% 10%






















































































































































