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APPENDIX 3 

National Health (Pharmaceutical Benefits – Charges) 
Regulations 2008 – updated draft 

Summary of updates to draft Regulations 
 

Source: Submission 5, Attachments B and C (DoHA) 

 

 



 

 

 































Attachment C  
 
A summary of updates to draft regulations for the National Health Amendment 
(Pharmaceutical and Other Benefits – Cost Recovery) Bill 2008 
 
Current Situation 
1. A version of the draft regulations was provided to the Senate Community Affairs 
Committee on 22 August 2008.   
2. The office of Legislative Drafting and Publishing has recently provided an 
updated version that incorporates comments from the Department of Health and Ageing 
on the previous draft.  
 
Explanation of Changes 
 
The table below summarises the amendments made to the draft regulations since a 
version was provided to the Senate Community Affairs Committee.   
 
Schedule 2 (pricing fees) has been expanded to ensure that all types of pricing 
agreements are defined in the regulations. The main change is the addition of a new 
(lower) fee for pricing agreements that do not require negotiation.  This pricing point was 
introduced into Schedule 2 as the previous version did not cater for straightforward 
pricing agreements that required no negotiation. Inserting the new lower point ensures 
that applicants will not be inappropriately charged a higher fee.  
 
Regulation Reference Amendment Rationale 
Schedule 2 
 
Pricing Fees 

A new price point 
‘Pharmaceutical Benefit Pricing 
Authority Secretariat listing’ 
category has been added.   
(Defined in Regulation 3(6). 
The fee for applications in the 
PBPA Secretariat listing category 
is $1000. 

To ensure that pricing 
agreements that require no 
price negotiation are not 
inappropriately charged.  

Schedule 2 continued Insertion of two new pricing 
definitions – simple minor and 
complex minor.   
 
The cost of a ‘Simple Minor’ 
submission will be the same as 
for a Tier 1: $6,000. 
  
The cost of ‘Complex Minor’ 
submission will be the same as 
Tiers 2 and 3: $25,000. 

To ensure pricing agreements 
reached on applications in the 
minor lodgement category can 
be charged a fee.  
The pricing terminology 
referring to Tiers only applies 
to application in the major 
lodgement categories.  
Inserting the additional 
definitions ensures that all 
pricing agreements can be 
charged the appropriate fee 
reflecting the activity 



required. 
 Technical Changes  
3 (1) Definitions 
 
PBAC Guidelines 

Reference to PBAC Guidelines 
now reads Guidelines for 
preparing submissions to the 
Pharmaceutical Benefits 
Advisory Committee (version 4.2) 
December 2007. 

There is a legal requirement 
for the full title of the 
guidelines to appear in order 
for them to have legal effect. 

3 (1) Definitions 
 
Pharmaceutical 
Benefits Pricing 
Authority (PBPA) 

Regulations now include a 
definition for the PBPA 

The PBPA makes 
recommendations to the 
Minister about pricing of new 
pharmaceutical items (and 
other matters as appropriate) 
and therefore needs definition 
for the purpose of Schedule 2.   

3 (1) Definitions 
 
Pricing Authority 
manual 

This term has been revised to 
reflect its full and correct title: 
Pharmaceutical Benefits Pricing 
Authority Manual, Pricing 
Procedures and methods used in 
the pricing of pharmaceutical 
products, December 2006. 

There is a legal requirement 
for the full title of the manual 
to appear for its legal effect. 

3 (2) Definitions 
 
Consistency of 
terminology 

Submission replaced by 
application. 

Consistency 

3 (4) Definitions 
 
Secretariat listing 
category 

This term has been revised to: 
For Schedule 1, an application is 
in the Committee Secretariat 
listing category if: (listed 
requirements not reproduced here).  
 

The inclusion of the word 
‘Committee’ into the term 
differentiates it from the new 
term: PBPA Secretariat 
Listing category, which arises 
from the need for additional 
pricing points. 

3 (4) Definitions 
(a) – (c) requirements 
for a Committee 
Secretariat listing 
category  

Sub-paragraph (b) has been 
amended by removing the words 
‘…by the Committee’ 

This revision represents the 
legislative and current 
administrative practice more 
accurately. 

3 (5) Definitions 
 
New brand 

Revision of the definition for 
‘new brand of pharmaceutical 
item’ 

Definition revised for 
technical accuracy. 

3 (6) Definitions 
 
Pricing Authority 
Secretariat Listing 
 

Insertion of new definition Required to define the lowest 
pricing agreement fee 
category.  



 
9 (1) Pricing Fees 
 
Listing of 
pharmaceutical items 
or designating vaccines 

Paragraphs 1 (a) and (b) amended 
to also specify that variations to 
listings attract fees. 

Drafting error omitted the 
word vary.  The amendment 
to subparagraph (1) means it 
now reflects the full range of 
functions pricing fees cover. 

12 Delay in payment 
of fees 
 
Consequences 

Inclusion of additional wording to 
reflect the legislation.  

This regulation has been 
expanded to provide more 
information about the full 
range of actions permitted 
under the legislation when a 
fee is not paid. 

13 Indexation of fees 
 
Wage cost index 

More detail of wage cost index 
parameters included.   
 

This revision was made to 
provide information and detail 
about context. 

14 Exemptions 
 
National emergency 
 

Now defined as ‘a public health 
event, as defined by the National 
Health Security Act 2007. 

This revision has been made 
to ensure accuracy. 

18 Review by  
Administrative 
Appeals Tribunal 
(AAT) 

Sub regulation 18 expanded to 
reflect graded steps to processes 
of review. 

To ensure that recourse to the 
AAT can only happen after 
the process of internal review 
is complete. 

19 Transitional  
 

Paragraph (b) removed The full sense of the intended 
meaning for this subparagraph 
was already encompassed in 
paragraph (a). 

Schedule 2  
 
Pricing Fees  
1 Tier 1 (c) 

To make evident that PBAC must 
accept the claims made by 
sponsors in submissions in order 
to make a positive 
recommendation. 

This reflects the current 
operation of PBAC and its 
relationship with the PBPA. 

1 Tier 1 (c) – now (d) Insertion of the word 
‘determined’. . 

Technical accuracy.  

 


	AsposePdfKitLogoTextField633627724302919824247469816: 
	AsposePdfKitLogoTextField633627724302919824247469817: 
	AsposePdfKitLogoTextField633627724302919824247469818: 
	AsposePdfKitLogoTextField633627724302919824247469819: 
	AsposePdfKitLogoTextField633627724302919824247469820: 
	AsposePdfKitLogoTextField633627724302919824247469821: 
	AsposePdfKitLogoTextField633627724302919824247469822: 
	AsposePdfKitLogoTextField633627724302919824247469823: 
	AsposePdfKitLogoTextField633627724302919824247469824: 
	AsposePdfKitLogoTextField633627724302919824247469825: 
	AsposePdfKitLogoTextField633627724302919824247469826: 
	AsposePdfKitLogoTextField633627724302919824247469827: 
	AsposePdfKitLogoTextField633627724302919824247469828: 
	AsposePdfKitLogoTextField633627724302919824247469829: 
	AsposePdfKitLogoTextField633627724302919824247469830: 
	AsposePdfKitLogoTextField633627724302919824247469831: 
	AsposePdfKitLogoTextField633627724302919824247469832: 
	AsposePdfKitLogoTextField633627724302919824247469833: 
	AsposePdfKitLogoTextField633627724302919824247469834: 


