
NATERA, Julian 

From: 
Sent: 
Subject: 
Attachments: 

Hi Vi nod and Phillip 

Nicole Mclay < Nicole.McLay@tga.gov.au> 
Monday, 11 May 2015 5:07 PM 
FW: URGENT response: MC15-007924 [SEC=UNCLASSIFIED] 
MC15-007924 - Williams.pd/ 

Did you at one stage do some analysis on small business using a certain number of products as the indicator of 
sponsor size, and the impact of change from LVT to ACE? Taking into account the small businesses not claiming LVT? 
There was also some work you did for the letters back to ADIA. 
I think we need to make a point in the talking points that TG regulation is cost recovered and annual charges are the 
means by which we recover post market monitoring and compliance activity. 
There is cross subsidisation in the current scheme that needs to be addressed. 
Note - There is a short response time on this request, so we will need to prioritise it in the ACE work. 

Joe - I thought that our significant discrepancy in the CRISs was comp meds, but is it right that devices post market 
costs 8.4m and we're recovering 20m? 
Do the financial forecasts in the CRISs take into account the charge reductions of 5 and 23% (please include). 
Why then is device annual charge revenue increasing? 

Sorry, while we're on CRISs, what/who is the source of the volumes and how have they been verified? 

Thanks 
Nicole 

From: Katherine (Katie) Wineland On Behalf OfTGA Parliamentary 
Sent: Monday, 11 May 2015 4:50 PM 
To: Nicole Mclay; Vinod Mahajan 
Subject: URGENT response: MClS-007924 [SEC=UNCLASSIFIED] 

Good afternoon Nicole & Vinod 

Please find attached a request for response and talking points. 

Correspondence number- MClS-007924 

Marked for ministerial response. 

Due to Parliamentary, FAS cleared - COB Friday 15 May 2015. 
I am sorry about this short turnaround, but we only received it this afternoon. 

Notes: 
PDF also at RlS/389968 

They have requested a response as well as talking points for a meeting that the Assistant Minister will have with 
AD/A. 

Many thanks 
Katie 

TGA Parliamentary 
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>> URGENT> --
• 

Minister Nash DLO 
,,, <Minister.Nash.DLO@ 

Health.gov.au> 
Sent by: "ROCKS, 
Martin" 
<Martin.Rocks@health. 

11/05/201515:53 
1 attachment 

To MinCorro <MinCorro@health.gov.au>, 

cc 

bee 

Subject FW: TGA LVT Abolition - RIS Review Request 
[SEC=UNCLASSIFIED] 

IMCIS-0079241 

11.11.14k - Assist. Min. Health - LVT Regulatory Impact Statement.pdf 

UNCLASSIFIED 

M response please due 18 May 2015 - pls include a page of talking points (note the meeting is not 
scheduled for 12 May) 

Thanks RECEIVED 
Martin 

From: WOOD, Emma 
Sent: Friday, 8 May 2015 5:52 PM 

l 1 MAY 1015 
01\l!St01t\.bA 
tllirntM:r: ~ •• .J 

To: Minister Nash DLO [Ml1osiu,.e. I 
Subject: FW: TGA LVT Abolition - RIS Review Request [SEC=UNCLASSIFIED] L'.'.>I I 15 1] 20 0 
Importance: High 

Hello Martin, 

INFOO 

VIPO 

PMO 

As discussed. Would you kindly ask the TGA to prepare a response, with TPs for a meeting - I will let 
you know when I have secured a date (it won't be 12 May as Troy suggests). 

Many thanks, 
Emma 

Emma Wood 
Adviser 

Office of the Assistant Minister for Health 
Ph: (02) 6277 7440 
Mob: 0412 621073 
emma.wood@health.gov.au 

From: Troy Williams - ADIA [majlto;troy.wjlljams@adia.org.au] 
Sent: Friday, 8 May 2015 3:33 PM 
To: WOOD, Emma 
Cc: Elise Mizzi • ADIA 
Subject: TGA LVT Abolition - RIS Review Request [SEC=No Protective Marking] 
Importance: High 

Dear Emma 



Please find attached correspondence to the Assistant Minister (original in the mail) 
concerning proposal to revise arrangements associated with fees and charges levied by the 
Therapeutic Goods Administration (TGA). 

The issue at hand is an assessment carried out by the TGA indicates that the proposed 
abolition of the Low Value Turnover (L VT) scheme and its replacement disadvantages small 
business. Curiously, this finding was omitted from the Regulatory Impact Statement (RIS) 

As you available late on the afternoon on Tuesday, 12 May 2015, or the early part of the 
following day to meet briefly to discuss this? 

Thanks and regards 

Troy 

Troy R Williams FAIM MAICD 

Chief Executive Officer • Australian Dental Industry Association 

ADIA 
National Office: GPO Box 960, Sydney, NSW, 2001 
Government Affairs: GPO Box 1, Canberra, ACT, 2601 
t: 1300 943 094 • f: 1300 943 794 • m: 0488 660 188 
Twitter: @AusDental • e: troy.williams@adia.org.au • www.adia.org.au 

AUSTIW.IAN CHAMBER ~ 
COMMERC! .ANO INCU>fR'l 
• MEM!E~ • 
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Ref: 11.11.14K-8 May 2015 

Sen. Hon. Fiona Nash 
Assistant Minister for Health 
PO Box 6100 - The Senate 
Parliament House 
CANBERRA ACT 2600 

Dear Minister 

Australian ~e'!fol j Al , -IA 
Industry Assodation ~- JI 

RE: TGA Low Value Turnover Fee Exemption Abolition - Urgent review required 

As the peak business organisation representing manufacturers and suppliers of dental 
products, the Australian Dental Industry Association (ADIA) requests an urgent review of 
proposals to amend fees and charges levied by the Therapeutic Goods Administration (TGA). 
The rationale for this request is that an assessment made by the TGA indicates that the 
reforms will resuU in higher fees and charges for small business. 

Therapeutic goods entered in the Australian Register of Therapeutic Goods (ARTG) can be 
lawfully supplied in Australia and there is a fee to business associated with placing products 
on the ARTG. Presently, the TGA permtts a business to claim an exemption from this fee if 
the turnover for the product/s under .. the ARTG entry is equal to or less than fifteen times the 
annual charge for that entry, -an _arrangement known as the Low Value Turnover (LVT) 
exemption. The TGA's proposal is to abolish the LVT exemption and only allow a business to 
claim an exemption if there is no turnover. 

From the outset, ADIA has had concerns that the proposal to abolish the LVT exemption will 
disadvantage small business. For this reason, ADIA requested that the TGA review the 
impacts of the proposal on businesses in the dantal industry and this request was assented to. 
ADIA received the outcome of the TGA's assessment (dated 16 February 2015) which found 
that the proposals will increase TGA fees and charges for small businesses by 30.2%. 
Although the TGA's assessment was based upon a small sample of businesses, there is no 
reason a further review of a larger sample would yield different results. 

The accuracy of the Regulatory Impact Statement (RIS) prepared by the TGA must be 
questioned as if makes no reference to the TGA's review that clearly establishes that small 
businesses will face a significant increase in fees associated with placing products on the ARTG. 

Beyond threatening the commercial viability of small businesses and therefore the ability of 
these businesses to create jobs, the proposal will have adverse impacts on patient interests 
due to the withdrawal of products from the market. Certainly, the ADIA member businesses' 

AUSTllAUAN CHAMBER Of 
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assessment reflects the TGA's own conclusions, as set out in the RIS, that around fifty 
percent of currently exempted entries which wm no . longer qualify for an exemption will be 
taken off the ARTG. The genuine concern is that this will result in some specialist products 
being withdrawn from the Australian marketplace. 

Given that the RIS has not addressed the adverse cost impacts on small business, ADIA 
believes that a more comprehensive review of the proposal is merited. If, as there is reason to 
believe, the proposal will adversely affect small business it should be withdrawn with a view to 
drafting a more equitable solution. 

We look forward to discussing this matter with you. 

Yours faithfully 

y R Williams FAIM MAlCO 
ief Executive Officer 



Mr Troy WIiiiams 
Chief Executive Officer 

• Austnllan GCl'l'Cnllnent 

Department of Healtll 
Therapeutic Goods Administration 

Australian Dental Industry Association 
GP0Box960 
Sydney NSW 2001 

Our Reference: EAC 426777 

Dear Troy 

Low value turnover scheme 

Thanks for your letter ofB January and follow-up email on 12 February. We are glad that 
ADIA Is a strong advocate of reforms to deliver a regulatory framework for dental 
products that Is based on a risk management approach designed to ensure public health 
and safety, while at the same time freeing Industry from any unnecessary regulatory 
burden." In this context. AOIA Is supportive ofreform to the LVT scheme that will reduce 
the administrative workload of businesses in the dental Industry. 

My colleagues have now "run the numbers" with the five sponsors you Hsted, to assess the 
Impact of the proposed ,changes to the low value turnover scheme. TGA ls proposing a 
reduction of 5% in annual charges for medical devices class of ll and above but annual 
charges for all types of class 1 medical devices will remaln unchanged. 

Our analysis of the marjmum impacts Is shown in the table overleaf. However It is 
important to note: 

A number of products may be eligible for criteria as an "essential good" for 
public health and thus be eligible for waiver offees. We haven't tried to determine 
which dental products would qualify as we w!ll be assessing waiver applications on 
a case by case basis. But I would Imagine that a product such as a highly specialised 
forceps could potentially be eligible. 

Our discussions with other parts of the devices and medicines industry is that they 
will potentially use the changes to the scheme to Identify products that are selling in 
small quantities, don't particularly fill any specialist niche, and are possibly costing 
more for the sponsor to support In the market than the profits obtained. These 
products would them be withdrawn from the ARTG and also not pay annual 
charges. Of course this action would be a commercial decision of the sponsor. 

New c.lass 1 devices (other than class 1 measuring and class 1 sterile), entered 
on the Register after the commencement of the proposed scheme would 

11GAHealth Safuty 
Regulation 



beneftt more than at preRDt, as our data shows that most devices under this 
category are not currently seeking exemptions under the current LVT scheme as the 
annual charge of$80 for a class 1 device is less than the $155 LVT application fees. 
Given that there would not be any requirement to make an appllcatlon (or pay 
application fees) for exemption. under the new scheme the new class 1 devices 
would not incur annual charges until they commence generating turnover. 

Existing dass 1 devices will not be exempt as they would not meet the primary 
criterion for transitional entries (at 1 July 2015) that they would have been 
exempted under the L VT scheme on the basis of $0 turnover in the last two years 
before the commencement ofthe new scheme (I.e. 2013-14 and 201~15). lfa 
sponsor ls going to be Impacted significantly because of thls, they have the option 
to cancel the old entry and Include a brand new entry wltltout cost which 
womd be eligible for exemption under the new sclieme unlll that entry 
commences turnover. The new device entry would have a new ARTG number but 
as there is no labelling requirement for such devices so this should not have any 
impact on them. 

CompanyName 
Curreat Proposed Impact 
Cllarps Cllarps 

1. $8,445 $23,370 ($14,925) 

2. $74,830 $85,810 ($10,980) 

3. $4,085 $6,140 ($2,055) 

4. 
$26,610 $33,690 ($7,080) 

5. $5,980 $7,260 ($1,280) 

Total $119,950 $156,270 ($36,320) 

Note: for comparison purposes, we assumed the charg ouid have paid In 2014-15 had 
they made the LVT application in time and compared that with the charges that would become 
payable under the proposed model 

The fact that one of the above ADIA member , falled to make the LVf app llcat!on in 
2014-15 and paid the full charges Is indicative that the administrative burden of applying 
for the exemption under this scheme can outweigh the benefits at present. We hear of 
varying figures, but TGA has oA:en been told that the cost of contracting an Independent 
accountant and the costs of creation and verification ofLVf lists are more than $10,000 
per sponsor. So taking the potential cost saving of reducing this paperwork plus the other 
factors listed in the points on the previous page my expectation is that overall at worst it 
would be cost neutral for these representative member companies. 

The sole aim of the proposed changes to the low value turnover scheme ls to reduce red 
tape for business, particularly small business who are currently compelled to submit 
declarations audited by an independent accountan~ and have such declarations submitted 
by a particular date. 

Page 2 of3 



These two requirements are extremely unpopular with many, if not most sponsors and 
result from lnflexibllitles in our Act Unless if we change the Therapeutic Goods Act at this 
stage, we cannot merely "tweak" the current LVI' scheme to remove these requirements. 
Furthermore, with the government's leglslatire programme and the nature of the changes 
that would be required In mo.difying the Act In this way, changes to the LVT scheme could 
no.t be Implemented until July 2016 at the earliest. am;I possibly later. This delay would be 
unacceptable to many fn industry. The proposed introductio·n of a "no value turnover" 
scheme means that we can make the changes through regulation and we plan to have them 
in force by July 1 this year. 

If you would like to meet to discuss this analysis and other Issues relating to LVTwewould 
be happy to do so. 

Yours sincerely 

John Skerrltt 
National Manager 
16 Februuy 2015 

Page3 of3 



MrTroyWIW11111 
Chlefl!xeaJtlw, Officer 
Australian Dental fndust,y Assoc!at!on 
GP08ox960 
SydneyNSW2001 

Our Reference: RlS/259683 

OCII' Mr Williams, 

• 

11e11- of the•- valuetRmover(LV'I') annual clwp ~ sdleme 

Thank-you for)'Durongolng feedbackamipartldpatlon In the review of the LVf scheme. 
'lour loputha.s been extremely valuable in the de!lign of a replacement scheme that will 
Improve equltybttwee11 sponsors, simplify participation n,qulremenu, and reduce red 
tape for business and the TGA. as well as result In a redw:tlon In the rates of annual 
cliarges for some categories of products. 

A Regulatlon Impact Statement (!US) has now been prepared and endorsed by the 
Assistant Minister for Health. The RJS documents the pl'l!jlosal we have consulted with you 
on, to introdua! a new annual charge l!Xelllptlon (ACI!) gcbeme to replace the LVT wieme. 
The RJS is available on the TGA website.. 

Again, thank-you for your ongoing Involvement and l can be contactlOd on phone 
02 62216910 with any questions on the progress of the new scheme or the RIS. 

Yours sincerely 

N&· 
Aulstant Secretary, Regulatoiy Business Servi= Branch 

:f May2015 

-nGAfleolth s.r.,y I ~ Regulollon 
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Therapeutic Goods Administration 

About the Therapeutic Goods Administration 
(TGA) 
• The Therapeutic Goods Administration (TGA) Is part of the Australian Government 

Department ofHealth, and is responsible for regulating medicines and medical devices. 

• The TGA administers the Therapeutic Goods Act 1989 (the Act), applying a risk management 
approach designed to ensure therapeutic goods supplied in Australia meet acceptable 
standards of quality, safety and efficacy (perfonnance), when necessary. 

• The work of the TGA is based on applying scientific and clinical expertise to decision· 
making, to ensure that the benefits to consumers outweigh any risks associated with the use 
of medicines and medical devices. 

• The TGA relies on the public. healthcare professionals and Industry to report problems with 
medicines or medical devices. TGA investigates reports received by it to determine any 
necessary regulatory action. 

, To report a problem with a mediclne or medical device, please see the information on the 
TGA website <btt,p;J/WWW,tgg ROY.au>, 

Copyright 
C) Commonwealth of A.ustralia 2015 
This work: lS copy rig tit You may reproduce the whole or pnrtof this wori< In unaltered form for your own pen.anal use or, if 
you are pa1-t. of an organisation, for intcmat use within your organisalio11, but only if you or your organisation do not use the 
reproduction for any commercial purpo:se and retail\ this copyright notice .and all disdaimer notkeli as part of that 
rcprodw .. 1:ion. Apart frcm rights to use .ls pennitted by ,he Copyrfght Act /IJtiB or illt,wed by this copyright notice. all other 
rights are reservc:!d and yt,U i1'e not allowed to reprotluce the whole Qr any p;ut.ofthis work in any way (electronic or 
otherwise:) without first being given spcciOc w1·itten permission from th Common~alth \Odo so. fieq1,1em and inquiries 
concernu1g reproduction .ind rights are, to be senl to I.he TGJ\ Copyright Off!cer, Therapeutic Goods Administration, PO Oox 
100, Woden ACT 2606 or emailed to <!Ka:CPQYHihJ@tpil env,111.i::•. 

RlS - I.ow value turnover e:ii:emptlon scheme 
Vt.1 March ZOLS 
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Therapeutic Goods Ad ministration 

Contents 
Introduction _______________ 6 

Background 6 
CostrecoveryattheTGA ________________ ,6 
Annualcbarges ___________________ 7 

Low value tumoverexemption. ______________ 8 

History and obJectlves of the LVTscbeme------·-·--··----···-··---8 

Applying for an exemptlon-------------------9 

Current operation of the exemption-·-----· ·-----10 

What Is the problem? ___________ 11 

The scheme Is no longer consistent with stated objectives ____ 11 

Compliance with cost recovery principles ------···----·-12 

Administrative complexity and sponsor understanding of the processes -13 

Why Is government action needed? ______ 14 

What policy options are being considered? ___ 15 
Regulatoryoptlons _________________ 15 

Option 1: status quo . retain the L VT scheme ·-·-··-······-------·-15 

Option z: repl,ce the L vr scheme with one that only grants exemptions for 
register entries which are yet to commence turnover -------. --·--15 

Option 3: cease the scheme -·-··---···-······-··-··-------15 
RISdevelopment ______ c...... ___________ 15 

Consultation op~ons not assessed In RIS, __________ 16 

What Is the likely benefit of each option? __________ 17 

Option 1.status quo · retain the L VT scheme ·-·······-··---···-··---17 

Option 2: replace the LVT scheme with one that only grants exemptions for 
Register entries which are $0 turnover entries ···--···-··-·--······-·-·17 

Qllilntillcatlon of cost to business and the communlty·---·········-··-····20 

Assumptions--·-·-·-···-·-----·-········--···-····-· ··-····-·-····--21 

Option 3: cease the scheme completely·--····-··········-----···-···-·-··22 

Quantification of cost to business and the communlty·--·-··---··--·23 

Assumptlons·········-··--··----------··--····-··---·---·23 

Who was consulted about the options and how? _ 24 

What is the best option from those considered? __ 25 

RJS - Low v.ilue turnovert!xemption scheme 
Vl.l March2015 

Page 4 of52 



Therapeutic Goods Administration 

Other amendments ____________ 26 
Annual charges __________________ 26 

Annual charges ror prescription medicines (chemical medlclnesJ---·-··26 

How will you Implement and evaluate the chosen option? 

------------------- 29 
Annexure A - Legislative references ______ 30 

TherapeuUc GoodsAct1989 _______________ 30 

44A Exemptions rrom UahUlty to pay charges --·-··------·--·---30 

Therapeutic Goods Regulations 1990 (currentreglme) ____ 30 

Relllllatlon43AAB: deOnltlons--·-·--·-·-·--··------·-·-··30 

Jle&ulatlon 43AAC: Application requtrements----------------31 

Regulation 43MD: Decision by the Secretary- exemption appllcatlon ·--31 

Regulation 43AAI!: AClllal turnover- new entries In the Register ----·32 

Regulation 43AAF: Decision based on actual turnover ------·----32 

Annexure B - Regulatory burden measure ____ 33 
Assumplions ____________________ 33 

Option 1 • new register entries ------·------·---···--33 

Option 1 • existing register entries (on the Register on 1 July each year)-37 

Option 2 • $0 wmoversdleme-transltlonal entries ·-··--·----·-·39 

Qptlon 2 • $0 turnover scheme - new entries --- ----4S 

Option 3 • cease the scheme ·--------··--·---·······--···-·-·····-·· SO 

Glossary of terms ____________ 51 

RIS- Low 'lifluc turnover exemption .~rhemc 
VU March 2015 

Pi!ge 5 of52 



Therapeutic CoodsAdmlnlttration 

Introduction 
The Therapeutic Goods Administration (TGA) is part of the Australian Government Department 
of Health, and is responsible for regulating therapeutic goods including medicines, medical 
devices, biologicals, blood and blood products. 

This Regulation Impact Statement (RlSJ has been prepared by the TGA. The purpose of this R!S 
is to assist Australian Government decision malting on how to address the problems that have 
been identified In.relation to the Low Value Turnover l,xemptlon Scheme (the LVT scheme)' and 
determine the best option t.o address the problems. It also summarises the oonsultation process 
that has been undertaken with stakeholders to explore options that may address the problems 
that have been Identified with the current policy. 

The TGA released the 'Revfew of the 1,owYalueTurnoyer Exemption Scheme' consultaµon paper 
in April 2014. 

The R!S concludes with a recommended proposal, outlining the proposed amendments to the 
requirements for Government consideration. 

Background 

Cost recovery at the TGA 
A therapeutic good must be listed, registered or included in the Aust;o)ian Real,;ter of 
Therapeutic; Goods (the Register) before It can be supplied in Australia. 

The TGA undertakes a number of pre market functions, Including evaluation of high risk· 
therapeutic goods, before a therapeutic good is entered on the Register and monitors products 
once they are on the market (post market). The TGA also assesses the suitability of medicines 
and medical devices for export from Australia. In addition, the TGA regulates manufacturers of 
therapeutic goods t'o ensure they meet acceptable standards of.manufacturing quality. 

The full cost of these regulatory services is recovered from industry. The legal authority for the 
fees and charges is prescribed in the Therapeutic Goads Act 1989 (the Act), the Therapeutic Goods 
(Charoes) Act 1989 (the Charges Act) and subordinate regulations. 

The cost recove'ry arrangements broadly cover regulatory activities in relation to: 

• Prescription medicines 

• Non-prescription medicines/ over the counter (OTC) medicines 

• Complementary medicines 

• Medical devices, including in-vitro diagnostic (!VD) devices· 

• Compliance with Good Manufacturing Practice (GMP) Blood and blood products 

• Biologkals. 

Fees are charged for applications for entry on the Register and for a.o;sessment of the data in 
support of the application. The revenue from these fees primarily funds the costs of pre-market 

1 The low value turnover exemption scheme (the l..VT scheme) allows sponsors to seek an exemption from 
payment of annuaJ charges for entries where the annual turnover is less than or equal to 15 times the 
annual charge for that Register enoy. 
RIS - Low va\ue turnover c;cemptlon scheme 
Vl.1 March 2015 
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Therap euttc Goods Administration 

assessment services. The fees, prescribed in the Therapeutic Goods Regulations 1990 (the 
Regulations), are reviewed annually to ensure they reflect the underlying costs of providing 
these services in accordance with the Australian Government Cost Recovery Guidelines. 

Annual charges to maintain an entry on the Register are levied to recover costs that cannot be 
reasonably assigned to Individual sponsors, or where such assignment would act as a deterrent 
to the effective deliveiy of the TGA's post market function. These charges fund post-market 
regulatory activities such as the monitoring of product safety and of sponsor compliance with 
regulatory obligations. The Therapeutic Goods (Charges) Regulations 1990 (the Charges 
Regulations) prescribe varied levels of charges for different classes of therapeutic goods, based 
on the level ofrlsk of the type of good. 

Post market compliance and monitoring functions include the following activities: 

• Management and processing of adverse drug reaction reports 

• Management and processing of recalls of therapeutic goods, including recalls for product 
correction 

• Testing of therapeutic goods by the TGA laboratories 

• Post-market compliance reviews for listed complementary medicines and class 1 Qow risk) 
medical devices 

• Management of advertising and complaints resolution functions 

• Other regulatory costs which cannot be easily assigned to individual sponsors or products. 

Annual charges 
All therapeutic goods are required to be entered on the Register before they are supplied In or 
exported from Australia, unless exempted by the Act. 

Sponsors are required to pay an annual charge to maintain their entries on the Register, other 
than for entries which are specifically exempted (such as export only entries). 

Table 1 illustrates the current rate of annual charge for each type of therapeutic good, 
prescribed by the Charges Regulations and based on the level of risk for the type of good. 

Table 1:2014-15 Annual charges 

·1 YIW ()I llll'r,tpcut1c: good 

Prescription Medicines - Biological 

Prescription Medicines - Non-Biological 

Registered Non Prescription (OTC) Medicines 

Listed (Complementary] Medicines 

Medical Device Class I 

Medical Device Class I Measuring and Sterile 

ms - Lo_w value turnuver exemption .~chemc 
Vt.l Mdrch 2015 
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6,585 

3,955 

1,350 

965 

80 

615 
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·r Y{K' ot tlwr,Jpt.•1111c gocu\ ,\n1n1,tl ( h,H J:W i, 

Medical Device Class Ila and lib 940 

Medical Device Class Ill and AIMD 1,210 

Biologicals Class 1 615 

Biologicals Class Z. 3 and 4 6,125 

Other Listed Therapeutic Goods (e.g tampons and disinfectants) 710 

Other Registered Therapeutic Goods (e.g. tampons and disinfectants) 1,480 

Notes: 
1._Agood cn~d on tho R.a-glste-r atany tl'.D:U: during a financial year Incurs a full year's annual charge, unless an 
exemption ls granted on the basis or low 1.1at~ turnover. 
2. There Is currently no annual charge for expo.rt only gi,Od5. 
3. Tbe annua:ltbaqterottn vitro dl;gnostfc_OVDJ nJtdlt:al devlces that were not included ln the Registerprlorto the 
commencement of the new fl!2UlatoryframflWOl'kon "1 July201.0 and. therefore has beeo set at uro for the period to 
30 June 2015, which covers tr.DfJtion ta new regulatory arrangements. 

Low value turnover exemption 

History and objectives of the L VT scheme 
The LVT scheme (previously known as the low value low volume scheme) has been operating 
since 1990. 

While records are limited on the intent of the scheme upon introduction, It is understood that 
the scheme was initially intended to asslst herb growers and small companies making medical 
appliances• whose turnover on a number of product lines might only be a few hundred or a few 
thousand dollars.' 

The scheme was established by provisions in the Regulations• which allow sponsors to apply for 
an exemption from the annual charge for a Register entry if the turnover of that entry In a 
financial year is off ow value. At the time oflmplementation, the regulations avoided linking 
annual cllarge exemptions toa company's gross turnover. Consequently, charges were linked to 
Individual Register entries without any limitation as to the number of entries or the <:ompany's 
size. 

However, the therapeutic goods industry has changed significantly since the 1990s. For example, 
in the early 1990's the complementary mediclnes industry in Australia was small, with the 
regulatory framework coverlng not only producers of finished products, but also herb growers. 

2 Now referred as medical devices in the therapeutic goods lcgisiation. 
3 Parliament of Australia-Senate Hansards 
<http:/ /parlinfo.aph.gov.au/parllnfo/search/display/display.w3p;db=CHAMBER;id=chamber%2Fhansar 
ds%2Fl 990-1Z-'l0%Z F021B;query=ld%3A% 22chambei-0,!,2Fhansards%2F1990-12-20%2F0000%Z2> 
4 The regulatio~s for the current LV'l' scheme (not the oriJlinal provisions) are set out in a.nnexure A 
R1S - Low value turnover exemption scheme 
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The current domestic market for complementary medicines is estimated to be worth nearly 
$2 billion•. 

The current LVT scheme allows sponsors to seek an exemption from payment of annual charges 
for entries where the annual turnover is less than or equal to 15 times the annual charge ror that 
Register entry. 

In or<ler to ensure full cost recovery of post market regulation, annual charges are set by 
allowing for the value of exemptions predicted to be granted {expected tQ be over 50% of total 
annual charges tn 2014-15). AS a result, some businesses are paying more for their charges to 
compensate for those businesses who will receive L VT exemptions. This Is regarded as a form of 
cross subsidisation, Additionally, LVT exemptions increase each year, increasing pressure to 
increase the rates of annual charges. 

Applying for an exemption 

The process for applying for an L VT exemption ls set out In the Regulations. A sponsor must 
submit a completed application within a prescribed timeframe, together with a prescribed 
application fee. The fee ls currently $155 per Register entry, capped to a maximum application 
fee of$15,SOO per financial year per sponsor. Therefore, a sponsor who applies for more than 
100 LVT exemptions does not pay more than $15,500. However each product must be 
Individually assessed for low value turnover. 

A completed LVT application comprises: 

• For new Register entries ( entries coming on the Register. at any time of the financial 
year on or after 1 July): an LVT application detailing an estimate pf turnover of the entry 
In the current financial year. 

This estimate Is verified at the beginning of the following year, through provision of a 
statement ofactual turnover, signed by a third party accountant (art approved pe~on). 
If this Information is not provided within the prescribed timeframe {by 1 September), 
or the turnover for the year was above the relevant threshold, the full annual charge for 
the prior year becomes payable 

The Secretary or their delegate may grant an extension of up to 28 days for providing 
the statement of actual turnover for the prior year. 

• For existing Regls~r entries (entries on the Register at 1 July): an L VT application 
containing a statement of actual turnover of the entry in the previous financial year. 

The statement is required to be signed by a third party accountant (an approved 
person) to certify the reported turnover and is to be received by the TGA before 2 
September 

No extension to this timeframe is available. 

• Applications are required to be made by the specified deadline for each financial year. If the 
deadline Is missed for any reason, the sponsor must pay the full annual charge for entries on 
the Register Irrespective of whether the goods have been included in the Register for the 
full or part financial year. Subsequent cancellation of the entry from the Register does not 
void the debt. Where the deadline has been missed, the unplanned financial Impact has 
affected some sponsors. 

5 Complementary Health Council Annual Report2012 
<http:/ /www.chc.org.au/Resources/Documents/Annual%20ReportfCHC%20Annual%20Report%20r'lna 
1%20Publlshed.pdf> 
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Current operation of the exemption 
ln 2013-14, 3,679 sponsors were invoiced for annual charges relating to 77,591 Register entries 
· totalling $100.478 million. 

Of these, 1,001 sponsors applied for, and received, LVT exemptions (relating to 21,830 Register 
entries), totalling $49.931 million. 

The exemptions resulted in net annual charge revenue of$S0.547 million - only 50.3% of the 
invoiced annual charges in that year. 

In addition, in 2013· 14, sponsors paid a total of $2.086 millfon in LVT application fees. 

Table 2 below provides a summruy of the actual 2013·14 gross annual charges, LVT exemptions 
and net annual charge revenue, based on the rates of annual charges that were applicable for the 
2013 • 14 financial year. 

Table 2: 2013·14 Actual annual charges revenue and LVI' exemptions 

,\11110.1[ IV! Nit ,\111111.,1 I~ I NL·t \111111.11 
f h,,lgt''> L:-;i:1111111011, 1\n11u,1I ( li,11 ~('~ I ,,•111pt11111'> ( h,!rj.!t' 

( h.iq~t·'> Hnl'11t1e UI'\ t'11UI' 

. .,. t-' .•• ;• • ). "'·'. . ""' ' -" ' · Nwitiierotuiiii. " 
.• • ', ' •;' '· • . ·s ' 

_, . 
Type, ofTh~peulic 

' ' . ' . 
Good : , ' 

. , ' .. 

Prescription 1,038 577 461 6,674,340 3,710,110 2,964,230 
Medicines-
Biotolrical 

Prescription 13,652 9,027 4,625 52,696,720 34,844,220 17,852,500 
Medicine- Non-
Biolo2ical 

Non Prescription 3,769 1,399 2,370 4,816,620 1,793,100 3,023,520 
fOTM Medictnes 

Listed 13,119 4,500 8,619 12,407,480 4,247,860 8,159,620 
(Complementary) 
Medicines 

Medical Device Class l 22,126 702 21,424 1,770,080 56,160 1,713,920 
[other than Class 1 
Measuring and Class 
1 Ster\lel6 

Medical Devices - 23,240 5,528 17,712 21,540,520 5,191,320 16,349,200 
Otherthan Class I 

Other Therapeutic 647 97 550 571,880 88,230 483,650 
Goods [OTGl 

Total 77,591 21,830 55,761 100,477,640 49,931,000 50,546,640 

6 The annual charge for a Medical Device Class 1 (other than Classt Measuring and Class l Sterile) ls much 
less than the LVTapplication fue. 
RlS - I.ow value 111mover exemption scheme 
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What is the problem? 
While a number of amendments have been made to the LVT eligibillty threshold and application 
requirements s(nce the introduction of the scheme, the general nature of the scheme and its 
primary criteria for eligibility (i.e. annual turnover) has remained the same. 

Over the years, a number of challenges have arisen with the operation of the scheme which are 
discussed below, 

The scheme is no longer consistent with stated objectives 
The original objectives of the LVT scheme were to provide exemptions to the therapeutics 
industry which manufacture small volume products and address the concerns of herb growers 
and small companies making medical appliances wJtose turnover on a number of product lines 
might only be a few hundred or a few thousand dollars. 

However, in the absence of any specific criteria in the Regulations about the size of the sponsor 
responsible for the Regi$terentry for which the exemption is claimed, the benefit extends to 
companies of all sizes, and not onlyto those small companies whose turnover on a number of 
product lines is low. 

Contrary tu the intended objectives of the scheme, the main beneficiaries of the contemporary 
L VT scheme are not small business. In any event, most schemes int:roduced by government to 
assist small business help them enter the market, rather than stay In the market Table 3 below 
illustrates a summary of the gross annual charges, L VT exemptions and net annual charges for 
the 20 highest invoiced sponsors (annual charges invoiced before.any exemption ls applied) in 
2013-14, As demonstrated by the figures below, these sponsors now acco.unt for more than 50% 
of all LVT exemption benefits. Purthermore, 11 of the 20 sponsors pay less than SO% of the gross 
annual charges they each incur. 

In C?ntrast, a large number of small business sponsors, who generally only hold a few entries on 
the Registet, did not receive LVT exemptions. The contrast may result, among other reasons, 
from small businesses not having dedicated regulatory compliance pfficers/advisers. In one case 
reported to us, a small business did not apply because they didn't have an accountant. in other 
cases It Is because their financial records do not produce financial information by Register entry 
and organising their records in this manner would be more burdensome than paying the full 
invoiced charge. 

For sponsors of class i (lowest risk) medical devices (other than those in the sterile or 
measuring function categories) the annual charge is much less than the LVTapplication fee, 
Therefore, there is no incentive to apply for an LVT exemption. 

The sole criterion to access the current L VT scheme is that the value of the turnover of the 
individual Register entry is below the threshold value. This criterion doesn't take into account 
total turnover of the sponsor or the company size. 

rus Low valu~ Lurnowrcxcmptmn scheme 
Vl.1 March ZOlS 
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Table 3: Top 20Sponsors by gross annual charges revenue In 2013-14 

Gro~~ Aonual Ch~1rgt!s LVT Exemption, Net Anma.11 <.harg~~ 

<itv $ cm $ WV $ 

Top 20 Sponsors 11,112 40,701,750 7,839 28,814,515 3,273 11,887,235 
who receive LVT 
exemptions 

Remaining 3,659 66,479 59,775,890 13,991 21,116,485 52,488 38,659,405 
Sponsors 

Total 77,591 100,477,640 Zl,830 49,931,000 55,761 50,546,640 

Top 20 Sponsors 14% 41% 36% 58% 6% 24% 

Remaining 3,659 86% 59% 64% 42% 94% 76% 
Sponsors 

Total ·100% 100% 100% 100% 100% 100% 

Compliance with cost recovery principles 

In 2002, the government Introduced a Cost Recovery Policy (the Policy) and issued the 
Australian Government CD$t Recovery Guidelines July 2014 (the Cost Recovery GuideUnes)7• As a 
cost recovered operation, the '!'GA is required to establish and maintain a system of fees and 
charges that coroply with the Cost Recovery Guidelines. 

T~e Cost Recovery Guidelines aim to ensure that fees and charges applied for government 
services: 

• Are legally applied 

• Are cost effective to implement 

• Are cost reflective of the services performed 

• Do not impede comp'etition or innovation 

• Avoid cross subsidisation. 

The LVT exemption provisions were introduced in 1990, much earlier than the Policy. 

Under current annual charge settings, a significant number of Register entries which are subject 
to TGA's post market activities are not paying their share of the costs associated with the 
performance of these functions- these costs are paid disproportionately by sponsors of Register 
entries for which the exemption is not claimed. Therefore, the current take up of the LVT scheme 
leads to inconsistency with the Cost Recovery Guidelines. 

1 Australian Government Cost Recovery Guidelines, Resource Management Guide No. 304 
<http:/ /www.finance.gov.au/sites/default/files/australian-government-cost·recovery· 
guidelines.pdf> 
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Table 4 below details the portion of LVT benefit as a percentage of gross annual charge revenue. 

In addition, the bene.fit provided by the scheme seems to differ between groups of therapeutic 
goods - the table below shows that the proportion ofLVT 1:ieneiitas a percentage of gross annual 
charge revenue varies significantly from one group oftherajleiltic products to another. For 
example, LVTl:ieneflts claimed are only 24% of expected total gross;mnual charges revenue in 
relation to medical device Register entries; while for chemical prescription medicines the value 
ls much higher at 66%. 

Table 4: 2013-14 Annual Charge Revenue and LVT Exemption by Type of Therapeutic Good 

Prescription Medicines - Biological 6,674,340 3,710,110 2,964.230 56% 

Prescription Medicines - Non- 52,696,720 34,844,220 17,852,500 66% 
Biological 

Registered Non-Prescription (OTC) 4,816,620 1,793,100 3,023,520 37% 
Medicines 

Listed (Complementary) Medicines 12,407.480 4,247,860 8,159,620 34% 

Medical Device Class I 1,770,080 56,160 1,713,920 3% 

Medical Device - Other than Class I 21,540,520 5,191,320 16,349,200 24% 

Other Therapeutic Goods (OTG) 571,880 88,230 483,650 15% 

Total 100,477,640 49,931,000 50,546,640 50% 

Administrative complexity and sponsor understanding of the processes 

On the recommendation of the Australian National Audit Office (ANAOJ, the scheme was 
amended in 2009 to require sponsors to obtain third party certification of the reported tu mover 
ofRegister entries for which an LVT exemption was sough~ to ensure the eligibility of claims for 
exemption. · 

To overcome administrative difficulties faced by both theTGA and sponsors In implementing the 
new requirements, further amendments were made to the scheme In December 2011 and June 
2012. These amendments respectively provided sponsors with more time to submit their LVT 
applications for new entries, and an additional opportunity to meet their obligations In relation 
to the 2009-10 and 2010-11 LVT exemptions fornew entries. 

Despite the amendments. issues remain in relation to sponsor compliance with certification 
requirements. 

Eight validation processes were comJucted between 2008 and 2013 to examine sponsor records 
relating to sales revenue and the mapping of these to Register entries to determine LVT 
eligibility. The validation processes comprised desk top reviews of sponsor records, and, for 

ll1S -- Low value turnovcrexcmplion sthcmtt 
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select sponsors, were complemented by on-site vaUdatlon meetings where further cross 
verification ofLVT related record~ was conducted. During these meetings. theTGA identified 
repeat_examples where sponsors l)ad,e/<J]erienced difficulties In recording alld accurately 
reporting the actual turnover of_!ndivldual Register entries. Sponsors do·not necessarily capture 
turnover by Register entry, other than to meet the requlremen~ of the LVT scheme, and small 
busln"5s was disproportionately.affected by these difficulties, given the smaller resource base 
and reporting system support. 

The process for new entries is more complex than for existing entries as it requires sponsors to 
initiaUy submit their applications on the basis of estimated turnover for the current flna_nclal 
year; and then subsequently submit_Utatem_ent ofactual turnover, signed bya thlrd_party 
accountant. In the following financial year. The Pl'OCIISS to verily the actual turnover of new 
entries occurs at the same tlnie that.the sponsor must make their appllc:atlon for exemption for 
existing entries. Tbesetwo separate ptocesses fornew and existing entries, both with similar 
infonnatlon n,qulremen_ts ('~i,. both require the sponsor to provide a statement of actual 
turnover for the prevloUJ ilnanclal'year), have been confused as being part of a single 11rocess. 

As a result the TGA received ·infonnal feedback that some sponsors do not'seek an L VT 
exemption because they cons_ider the burden ofptepnring and submitting an LVT exemption 
application to be more administratively dllflcult than the value of the exemption In cases. 

Sponsors also expressed concern with the strict deadlines outlined in the legislation for LVT 
applications for existing or new entries. If the deadline for sub miss ion of the L VT application is 
missed, the full annual charge becomes payable (there is no provision for an extension of time to 
make the.application). 

The LVT scl)eme also attracts a range or other cc;,mplaints from across the therapeutics goods 
Industry. Keyarea,$ of concern include the lnilex!bl_e timing for annual LVT applications, the level 
and determination of key financial parameters and the magnitude of difference in outcome 
between products that are marginally eligible, compared to those that are marginally ineligible. 

Why is government action needed? 
Government action is needed' bee.lose, as Indicated above, there Is no extant statement of policy 
to guide the LVT scheme. The lack of a policy statement makes It difficult to obfectlvely assess 
the scheme's effectiveness odts c9ntemporary relevance. Tb.e LV1' scheme was Introduced In 
1990 and, as such, predates both the National Medicines Polley established In 1999 and the 
introduction of full cost recovery for the TGA in 1998. · 

The current scheme does not meet the original intent of providing assistance to small business 
and is inconsistent with other Government policy, such as the Cost Recovery Policy, 

In 2009, the ANAO recommended that tighter controls be applied to verifying product el!gibllity 
for the scheme. In response, the TGA introduced additional requirements related to Independent 
certification of product turnover v>)!ues. While this has Improved governance of the scheme, the 
certification process triggers complaints from industry every year- especially from small 
business sponsors who claim it is an unnecessaryadmlnlstrative burden. 

The LVT scheme imposes regulatory burden on sponsors of therapeutic goods. Consistent with 
the Government's agenda to reduce red tape, the TGA undertook a policy and operational review 
of the LVT scheme. Before a decision about the future operation or the cessation of the LVT 
scheme Is made, the essential questions to be considered include: 

• Cs there a contemporary need for an LVT scheme? 

• Is there a problem to be solved by an LV1' scheme? 

• Are there other options available to address the needs of businesses? 

RlS - \.,ow value turnover cx:emption st:heme 
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What policy options are being considered? 
The framework in which the TGA must consider proposed policy options includes: 

1, That the policy is consistent with the objectives of the Act 

2. That those who create a need to regulate bear the cost of regulation and the scheme is 
compliant with the Cost Recovery Guidelines 

3. The proposed scheme is not inconsistent with the alms of the National Medicines Policy• 

4. The total costs of specified pre and post market functions are appropriately recovered 
through annual charges 

5. That it simplifies the administrative processes and its effectiveness; and 

6. That It should reduce regulatory burden on industry. 

Regulatory options 

Option 1: status quo - retain the LVT scheme 

This option would involve no change to current arrangements. The scheme would continue in its 
current form. 

The costs to the businesses which cross subsidise the L VT scheme, and costs to the Government 
to manage the scheme, will continue to increase over time, whlle not meeting the intended 
purpose of the scheme. 

Option 2: replace the LVT scheme with one that only grants exemptions 
for register entries which are yet to commence turnover 

The second viable option that was considered was to deregulate the criteria for eligibility of the 
L VT scheme to only those Register entries which are yet to commence turnover. 

Option 3: cease the scheme 

This non-regulatory option would involve the complete cessation of the LVT scheme. 

RIS development 
The following are the major decision points leading up to the development of the LVT RIS. 

• In July 2012, the TGA released a plan for delivering refonns which were intended to: 

deliver outcomes that responded to the (then) Government's recommendations 

achieve operational reforms needed to deliver benefits from those recommendations; 
and 

ensure that concurrent reform activities underway at the TGA in addition to the 
reforms were achieved in a coordinated way. 

n National Medicines Policy 
<http://www,health.gov.au/lnternctJmain/publish1m;t,nsf/Cunter1t(NiUlonal""Medicincs-tPOllcy~1> 
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The plan included a range of governance and related reform projects including the 
operational and policy review of the low value turnover exemption scheme. 

The review of the LVT scheme commenced in Z013 and the initial findings from the review 
were subsequently used to inform and develop a Review of the law value tumoverexempcion 
scheme consultation paper which was issued for public consultation on the TGA website on 
10 April Z014 (closing on 23 May Z014). The purpose of the consultation paper was to seek 
stakeholders views on the following essential questions, before a decision about the 
operation or the cessation of the LVT scheme was made: 

a. Is there a contemporary need for an LVTscheme? 

b. Is there a problem to be solved by an LVT scheme? 

c. Are there other options available to address the needs of businesses, 

• Submissions received in response to the public consultation were used to prioritise and 
short-list the regulatory options for inclusion In developing the LVT RIS 

• In July 2014, the Office of Best Practice Regulation (OBPR), after considering the TGA's 
preliminary assessment, advised that a decision RiS was required. They also advised that 
consultation undertaken by the TGA was considered to be adequate 

• The draft LVT RIS responding to the all seven RIS questions was developed out of the initial 
review and subsequent consultation with industry bodies and working groups and was then 
sent to the OBPR for First Pass Final Assessment in February 2015 

• The OBPR provided feedback on the dralt RlS and their suggestions were Incorporated into 
the final RlS to ensure that all seven RIS questions were answered in full 

• Second Pass Final Assessment was sought from the OBPR ln March 2015. 

Consultation options not assessed in RIS 
The "Review of the lo\'f value turnover exemption scheme" consultation paper was released 
publicly on 10 April 2014. The paper put forward five options to reform the LVf scheme. 
Following the conclusion of the public consultation (on 23 May 2014). an Initial assessment of 
the submissions received identified that: 

• Consultation Option 3 "Replace the LV'fschemewith onethatonjY9rantsexemptl1msfor 
Re9ister entries which are not supplied to the Australian market" in combination of some 
features included In option 2; and consultation Option 5 "Cease the LVT scheme completely" 
were each considered 19 be feasible options forachieving the Government's objectives of 
reducing red tape and regulatory burden. 

The impacts of consultation options 3 and 5, together with the impact of maintaining 
the status quo as detailed In consultation Option 1 "Retain the LVT scheme In its current 
form", are all further assessed in this RlS 

• RIS Option 2 is a composite of consultation Option 2 and consultation Option 3. Consultation 
Option 2 "Retain the LVT scheme with some amendments' on its own was not considered a 
feasible option for achieving the Govemrn~nt's objectives because, 

implementation or Option 2 would not address cost recovery compliance issues arising 
from the current LVT scheme 

participation requirements for the LVT scheme would continue to be overly complex 
and convoluted, particularly for businesses (e.g. small businesses) who may not have 
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the required financial or regulatory resources available to participate in the scheme; 
and 

the administrative burden would not sufficiently decrease for industry thus missing the 
point on red tape reduction objectives ofGovemment 

Note. Deregulatory elements of consultatlo.n Option Z which were favourably received in the 
public consultation (such as the TGA should accept self-declaration, rather than third party 
certification, of turnover) were adopted Into the RIS Op~on ·2 "Replace the LV'Tscheme with one 
that on/y grants exemptions for Register entries which an yet to commence tur.nover". 
Consultation Option 4 "Replace the LVT scheme with one that only grants exemptions for Register 
entries whera the sponsor Is a small business" was likewise not considered to be a feasible option 
for achieving th~ Govemm.ent's objectives, The impacts of consultation Option 4 were not 
further assessed In thJs RIS because: 

Limiting the LVT scheme to small businesses (only) mayforce companies that do not 
meet the criterton (of small business] to remove product;, £tom the Register which are 
either not currently supplied to the Australian market or would not be viable to supply 
if an annual charge Is levied. This could create a public health risk by compromising 
patients' ready access to essential or unique therapeutic goods 

Allowing the LVT exemption to small business, without any regard to turnover of their 
products, would make the scheme Inconsistent with the Policy and Cost Recovery 
Guidelines. 

There was very low support of the proposal to limit access to the LVT scheme to small 
businesses 

Under the current scheme small business receive a very small proportion of the total 
LVTbenefit 

One industry association suggested that If government wishes to support small to 
medium enterprises in the therapeutic goocjs sector then tbls would more 
appropriately be dooe though an Industry assistance scheme via the Department of 
Industry and Science. 

What is the likely benefit of each option? 

Option 1: status quo • retain the LVT scheme 
Concerns around the current LVT scheme, outlined In this paper, include Inelfect!veness In 
meeting Its ortginal objectives, inequity, administrative burden and inconsistency with the Cost 
Recovery Guidelines. Whilst it is noted that there is a widespread us.e 9f thescheme, given the 
problems described with the current LVT scheme in achieving the original policy obJectlVe, 
continuation Gf the scheme In Its current form is not considered to be viable. 

Importantly, the status quo will not address any of the issues for small businesses who will likely 
continue to be under-represented beneficiartes of the LVT scheme. 

Option 2: replace the LVT scheme with ·one that only grants exemptions 
for Register entries which are $0 turnover entries 

Under this option, a sponsor of a Register entry that has not commenced generating turnover 
would be exempt from the requirement to pay an annual charge In respect of that entry, up until 
the first year that turnover occurs. The annual charge would then apply to the entry until it was 
removed from the Register. Unlike the current LVT scheme, It would apply to biologicals as well 
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as all other therapeutic goods on the Register.The rationale for this option ls that. as these 
products covered by the entry' hitve not yet generated turnover, they require minimal post· 
market surveillance and monitoring by the TGA. For example, If a product has not.commenced 
sales in Australia, the TGA Is not required to undertake phannacovigilance activities related to 
domestic recalls; product testing or adverse drug reactions for the vast majority of these 
products [however must retain the cap.city to .do so]. 

While we recognise that pharmacovlgUance requirements apply after a product is firstsupplied 
( wblch could feasibly be earlier than when the product starts generating turnover}, our 
assessment is that most products would generate turnover at the same time as they commence 
supply. Accordingly, po significant Issue would arise from a cost recovery perspective as there 
are minimal administrative costs In relation to maintaining the entry on the Register until the 
entry ls generating turnover. This would better align with the principles of cost recovery. 

Under this option, all Register entries which have commenced generating turnover (and which 
are therefore subject to post market monitoring and compliance) would be levied an annual 
charge until they are removed from the Register, resulting in potential decreases in some 
charges. 

Although several submissions to the public consultation did not explicitly support a single model 
among those proposed for discussion, most submissions supported amendments to the LVT 
Scheme and/or a scheme wllerein exemptions from TGA annual charps be granted to those 
therapeutic goods which had not been suppUod to the Australian market. Tne argument In 
favour of this option was that the TGA doesn't Incur post market costs [through medicines and 
devices vlgilance·programs) unless and until products are supplied to the market and therefore 
an annual charge should not be levied QD such products before that time. 

Several submissions proposed that a self·declaraJ;ion of sales turnover of a product seeking 
exemption, ( rather than a statement of t11rnover certified by a third party accountant} should be 
sufficient for confinning a products' eligibility for an ~mptlon. The submissions acknowledged 
that a move to self-declaration would need to be complemented by an audit program by the TGA 
to deter and Identify any undesired behaviour. 

This option would better align the operation·ofthe scheme with the Cost Recovery GuideUnes, as 
those who create the need for post market activities would bear the costs of such activities, 
whilst still providing some relief to sponsors who have products which are yet to generate 
turnover, 

This option would provide acjminlstrative improvements to the scheme sucn as enabling 
sponsors to self-declare that a product had $0 turnover In a financial year and thus qualify for a 
1ow value turnover' [LVT) exemption, rather than requiring a declaration from an Independent 
accountant. Random and/or targeted audits by the TGA would be carried out to detect incorrect 
declarations. A challenge of the current LVT scheme is that as part of the app llcation and 
validation precess, sponsors are required to provide the TGA wltn the actual turnover of each 
entry In respect of which an LVT exemption Is claimed, though most businesses wouldn't 
normally capture and report this information [i.e. by reference to a particular product}. Under 
this option, sponsors will be In a better position to make this declaration. ' · 

It Is estimated that approximately 7 4% of the Register entries which are expected to be 
exempted under the LVT scheme in 2014-lS would continue to be exempted under this 
model up until first turnover. 

Glven that annual charges would be paid across a broader number of Register entries, it Is 
expected that under this option, the annual charge for some entries on the Register would he 

'Entries for certain classes of medical devices can cover more than medical device provided they arc the 
same kind of medical device. 
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reduced, However, some sponsors may choose to cancel some entries on the Register where 
they are no longer eligible for the exemption where, for Instance they now must pay charges but 
the turnover is low. 

Our assessment of entriessubject to LVf exemption was that most are readily available with the 
same active ingredient from multiple sponsors in the Australian market. If the removal of a 
unique product from the Register by a sponsor did occur as a result of this change, and no 
alternative product was readily available in the Australian market, patient access to such 
products could continue via other regulatory schemes such as the Specud Access .and Authorised 
Prescriber Schemes. Additionally, theTGA will seek powers to waive the annual charge on the 
basis of the interests of public health, to avoid essential medicines and me.dlcal devices being 
removed from the Register If the sponsor is not likely to continue their supply if an annual 
charge were to apply. 

As the propoS1)d approacli.relies, more than the cu1Tent LVT scheme, on sponsors to provide us 
with accurate and timely information (particularly about when goods first generate turnover}, 
an audit program would be developed to check and/or detect any deliberateiy or Inadvertently 
lntorrett declarations for claiming annual charge exemptions. This would include situations 
where TGA becomes aware that a product Is being supplied, however no notification.of turnover 
has been provided by the sponsor and no annual charge has been paid. 

Sponsors will be routinely remlnde.d through the TGA we!,slte and the sponsor onUne service 
portal to ensure their an.nual declaration ofLVT is made on time if the exemption Is to be 
maintained. Moreover, It would bean offence under the Commonwealth Crlmfnal Code to make 
a false declaration. Sponsors will also be encouraged to provide ac(\JT3te and timely disclosure 
or their product turnover through penalties which will apply for false d11daratlons. Penalty 
prOvislons In the Regulations·already allow for sponsors to be penalised 19 .penalty units [where 
eacb penalty point equals $170) for each false declaration; and, as the maximum 10 point 
penalty may not be sufficient to deter a false declaration on a higher cost annual charge (for 
example, a biological prescription medlclne annual charge which is $6,585), we are proposing 
that the exemptloil(s) for any affected entries would be cancelled back to the date of entry and 
the .applicable annual charg~s would become payable from the date of entry on the Register 
or the date of cominencernent of the scheme, whichever Is later even If there Is evidence 
of$0 tumover (again) In subsequent years. 

Existing Tl)erapeutlc Goods Act provisions ln section 31 (in relation to listed and registered 
goods}, section 32JA (In relation to biologlcals) and section 42JA (ln relation to medical devices) 
enable the making of regulations to authorise the Secretary to require sponsors, at any time, to 
provide information about the tu mover of goods for the purpose ofadminlstering the exemption 
scheme. It Is propased that such regulations will be enacted as part of the new scheme. The 
regulations will also utilise existing offence provisions under those sections If the sponsor fails 
to respond to such a request or provides Information that ls false or misleading in a material 
particular, Such information would be sought by the Secretary to ascertain whether any 
turnover had been generated. Failing to respond to such a request would also be grounds for 
suspending or cance!Ung the relevant entry from the Register. 

The cost of audit is estimated to be $0.420 million in year one. 

This option has the following benefits: 

• Around 74% of current exemptions would be expected to continue (on the basis of our 
review of those exemptions that were granted exemption with $0 turnover under the LVT 
scheme) up until first turnover 

• Administrative processes would be simpler as sponsors would only be required to provide a 
self-declaration of'$0 turnover' to confirm the exemption from annual charges. This will 
particularly assist sponsors (for example small business sponsors) who may not have 
dedicated regulatory compliance officers or qualified accountants 
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We have anecdotal information (arising from comments in consultation submissions) 
that there is likely to be a cohort of small and medium business sponsors who will 
participate in the exemption scheme for the first time due to the reduced 
administrative requirements of the proposed scheme. 

• The annual charge for some Register entries would be reduced 

• Resetting annual charges to differentiate between 'innovator' and 'generic' chemical 
prescription medicines will better reOec.t the difference In risk between the two types of 
products and recognise that there are multiple sponsors for generic products. In addition, it 
helps to mitigate the effects of the proposed c.hanges on the sponsors of a range onow value 
turnover products which will no longer quality for .an ~xemptlon under a SO turnover 
scheme 

Full particulars of the proposal to reset chemical prescription medicines charges are 
detaUed under 'Other Amendments -Annual charges for presrrlptlon medicines 
(chemical medldnes)' (RIS pages 28 to 30). 

• The operation of the new scheme would be aligned with the Cost Recovery Guldellnes, with 
a stronger relationship between those creating a need for post market regulatory activities 
and those paying for them 

• This option would provide relief frotn TGA annual charges to sponsors (businesses) of all 
sizes until a good ls generating tutnover. llxlsting entries could likewise remain on the 
Register without any annual charge, until they are generating turnover 

• Existing entries which are not generating turnover would remain on the Register without 
incurring annual charges resulting in a quicker time to market for those products 

• A reduction in regulatory burden of an estimated $1.2 million ls expected under this option. 
Businesses that would still be eligible for exemption would have decreased requirements, 
such as the removal of the requirement for verification of turnover by a third party 
accountant 

The disadvantages of this option include: 

• Given that ••emptions would apply on the basis of self•declarations by sponsors, an audit 
program to detect incorrect and false declarations would be required. 

• The cost of compliance for industry would be higher than the cost under option 3 (discussed 
below) 

• Small businesses that report low turnover of their products w\ll not receive an exemption. 
However, current evidence Indicates that small businesses are not the primary beneficiaries 
of the current scheme but they will bene6t through reductions in annual charges, simplified 
administrative processes and reduction in overall burden. 

Quantification of cost to business and the community 

Regulatory burden and cost offset estimate table 

The regulatory burden measures the costs for business to comply with new regulations and the 
savings involved in removing regulation. By decreasing tile amount of exemptions, bustnesse.s 
will benefit from the reduction and cessation of administrative costs associated with applying 
for and verifying their eligibility for the scheme. The regulatory burden does not Include direct 
costs such as tees and charges applicable to sponsors. 
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1\vt 1,1gc ,,nm1,1I lfrgul.1to1 y fo,ts (trn111 H11s111c~~ .1s u~u,,l) 

Change In costs Business Community Individuals Total change In 

($million) Organisations cost 

Total by Sector -$3.0 $ $ -$3.0 

Costoff5et Business Community lncllvlduals Total by Source 

CSmDHaal Organisations 

[Offset proposal] 

Are all new costs offset? 

D yes, costs are offset (1 no, costs are not offset Ill deregulatory, no offsets required 

Total (Change In costs • Cost offset) ($3,0 million) 

Assumptions 
The costs were calculated by assessing the regulatory burden costs of the current scheme and 
comparing it to the regulatory burden costs that would be involved in the new scheme. 

Proposed situation 
• 3,679 sponsors incur annual product charges (on the next 1 July) for existing entries on the 

Register 

• 1,560 sponsors incur annual product charges for new entries on the Register (new entries 
on or after 1 July in a financial year) 

• 77,591 ex!stlrig or new entries on the Register 

• The TGA willfaitially identify all current entries which are likely to be eligible for LV'f 
exemption (based on two previous year statements of actual turnover supplied in support 
of L V'f applications for Z013-14 and 2014-15 and one declaration In relation to 2014-15 
made after the new scheme commences), Sponsors will only receive an annual charge 
invoice for any entries which are non-LV'f 

• It takes one hour once a year for one staff member to organise and pay the invoice for non
LVT entries ata wage rate of$53.20 per hour 

• 850 sponsors wUl renew their LVT rating with theTGA. This will take 4 hours ata wage rate 

of $72.80 per hour 

• 20 sponsors will be select~ for an audit each year. This will involve (Including pre-audit 
preparation and on-site participation) three sponsor representatives /staff members (e.g. 
generally a Senior Regulatory Affairs Officer, ChlefFinancial Officer and/or Business 
Manager; and a Senior Management Accountant) for approximately 12 hours at a labour 

rate of $72.BO per hour /per staff member 

RIS - Low value turnover exemption sd1emc 
Vl..l March 2015 

Page 21 or 52. 



Thl!rapeutic C'.oods Admini,tratkm 

• 850 sponsors will notify the commencement of turnover (this is a voluntary option). This 
will be done 4 times per year, involve one staff member working for 4 hours at a wage rate 
of$53.ZO 

• 850 sponsors wlll organise to pay the product charge 4 times per year, involving one staff 
member at a pay rate of $53.ZO per hour. 

Deregulatory steps 
• 2,829 businesses with existing entries will no longer need to assess actual turnover at the 

end of the financial year. This task requires 8 hours of staff time ata pay rate of $72.80 per 
hour 

• 850 sponsors with existing entries will no longer be required to prepare an existing entry 
LVT application, taking 8 hours of staff time at $72.80 per hour 

• 1,225 businesses with new entries will no longer need to assess w~.ther the estimated 
turnover of their new entries will be a low value turnover (for subsequent 111aklng of an 
application for a new entry for the L VT scheme), This would Involve one staff' member 
working for one hour12 times per annum ata wage rate of $72.80 

• 335 businesses with new entries will no longer need to estimate their turnover three times 
per year when applying for the LVT scheme for the first time for one hour at a wage rate of 
$7280 per hour 

• 335 companies with new entries will no longer need to submit an LVT application and fee 
for a new entry which will entail one hour of staff time at a wage rate of $53.20 per hour. 

Option 3: cease the scheme completely 

Under this option, it i.s expected that most sponsors would benefit from decreases in annual 
charge rates. 

ln the short term, sponsors.c,ould be adversely affected by the cessation of the scheme, as they 
would be required to pay annual charges for all Register entries for which they are responsible. 

Although cessation of the LVT scheme would result in a reduction In the rates of annual charges 
and remove regulatory burden, there was limited support cluring consultation [or the complete 
cessation of the ~cheme. It was commen.ted that discontinuation of the scheme may force 
companies to remove some of their products from the Register which would not be 
commercially viable t<> $Up ply if an annual charge Is levied. 

Therefore an important consideration of this option would be the expected cancellation by 
sponsors of some entries. !fa unique product was removed from the Register bya sponsor as a 
result of this change, and no alternative product was available h1 the Australian market, patient 
access to such productS could continue via the Special Access or Authorised Prescriber Schemes, 
however this would be a shl~ In regu1atory burden rath~r than a reduction. 

The variability currently associated with forecasting revenue due to LVT exemptions, and 
therefore the difficulty in setting annual charge rates, would be eliminated, improving TGA's 
ability to forecast revenue and tie charges to operational costs. This would also assist sponsors 
with their budget planning providing a lot more certainty and predictability around annual 
charges. 

As the costs of post market functions would be recovered across all products (based on product 
risk), the cost recovery arrangements would be aligned with the Cost Recovery Guidelines. 

It is recognised that the following lrnpacts may arise if this option were implemented: 
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• Some sponsors may choose to cancel Register entries with low or $0 turnover, possibly 
resulting in the removal of some therapeutic goods from the Australian market 

• There will be no separate relief from the cost of regulation for small business or in relation 
to new therapeutic goods entering the .market (which may, initially, have $0 turnover) 
however, there is evidence to suggest that small businesses are not the primary 
beneficiaries of the current scheme and may in fact benefit from lower annual charges 

• Low volume unique products (e.g. for rare or unique medical conditions) sponsored by 
larger business will no longer be exempt from annual charges 

• Sponsors would be dissuaded from applying for regulatory approval for therapeutic goods 
unless and until they were likely to produce some compensatlng turnover. This could result 
ln delayed access for consumers and patients. 

The complete cessation of the scheme would adversely impact small business as there would be 
no relief from annual charges until their products are supplied to the market. Additionally, on 
some occasions. the lag time between registration of the product and its launch In the market 
could be longer than what small businesses could afford. 

Quantification of cost to business and the community 

Regulatory Burden and Cost Offset Estimate Table 

,\ \'l'l ,l~l· ,\ flllU.I l lkgul,1tory Cosb (h 0111 BusllH'S'i ,IS USll,if) 

Cha11ge 111 costs Business Community Individuals 
($million) Organisations 

Total by Sector -$3.4 $ $ 

Cost offset Business Community Individuals 
($mUJlon] Organisations 

[Offset proposaI] 

Are all new costs offset? 

o yes, costs are offset o no, costs are not offset 0 deregulatory, no offsets required 

Total (Change In costs· Cost offset] ($3.4 million) 

Assumptions 

Total change 
in cost 

-$3.4 

Total by 
Source 

The deregulatory component will be identical to Option 2. while the regulatory component will 
affectall 3,679 sponsors who will pay their invoices. This will take administrative staff 1 hour on 
four occasions per year at a rate of $53.20/hour. 
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Who was consulted about the options and how? 
On 10 April 2014, the TGA issued the 'Review of Low Value Turnover Exemption Scheme' 
consultation paper through Its website far consultation with sponsors and other Interested 
parties on thefuture operation of the scheme. In addition, the TGA wrote to peak therapeutic 
Industry associations asking them to bring this consultation paper to the attention of their 
members and encouraged ;hem to provide submissions. The so< week consultation period ended 
on 23 May 2014. 

The options for the future operation of the LVT scheme that were presented with an invitation 
for comments from sponsors and other interested parties were: 

Option 1: 

Option Z: 

Option 3: 

Option 4: 

Option 5: 

Retain the LVT scheme in its current form, 

Retain the LVf scheme, with some amendments to improve its efficiency. 

Replace the LVT scheme with one that only grants exemptions for Register 
entries that are not supplied to the Australian market. 

Replace the L VT scheme with one that only grants exemptions for Register 
entries where the sponsor ls a small business. 

Cease the L VT scheme completely. 

In response, the TGA received 44 submissions: 35 from sponsors: and 9 from peak Industry 
bodies. The submissions were published on the TGA website. 

Almost all submissions commented that the current LVT scheme was complex and 
administratively burde!1$ome and that It was not desirable to continue the scheme in its current 
form. Some sponsors, through their peak bodies, stated that due to the administrative costs of 
preparing and submlttlng an LVT exemption application they do not take advantage of the LVT 
scheme, Most submissions supported change to the current LVT scheme. 

Although several submissions did not explicitly support a single model among those proposed, 
most submissions supported amendments to the LVT scheme and/or a scheme wherein 
exemptions from TGA an.nual ,;barges be granted to those therapeutic goods wbich are not 
supplied to the market. The argument ln favour of the latter option was. that the TGA doesn't 
incur post market costs (through medicines and devices vigilance programs) where products are 
not supplied to the market and therefore an annual charge should not be levied on such 
products. 

Several submissions proposed that a self-declaration of sales turnover, or alternatively non
supply of a productseeklng exemption, (rather than the one certified by a third party 
accountant) should be sufficient for seeking an exemption and may be complemented by 
random audits, This view Is reflected In Option 2. Additionally, Option 2 is compliant with the 
Cost Recovery Guidelines and will minimise administrative burden for Industry. 

Although cessatim) of the scheme would potentially result In a greater reduction of the rates of 
annual charges, there was limited support for thJs optl~m. tt was commented that 
discontinuation of the LVT scheme may force companies to remove some of their products from 
the Register which are either not currently supplied to the Australian market or would not be 
viable to supply ifan annual charge is levied. 

One Industry association SUB&ested that if government wishes to support small to medium 
enterprises In the therapeutic goods sector then this would more appropriately be done though 
an industry assistance scheme via the Department oflndustry. Government support schemes 
such as those offered through the Department of Industry to small business provide assist,mce 
or incentives for small and medium enterprises to enter the market The current LVT scheme 
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provides relief from annual charges for products with !ow or $0 turnover but does not impact on 
the cost of bringing products to the market 

What is the best option from those considered? 
The current LVT scheme (option 1) is not achieving its intended objectives. Apart from the cost 
it places on businesses the LVT scheme Is inconsistent with Government policy as It is 
admln!stratively difficult for both TGA and business to administer. 

Implementation ofoption Z would reduce administrative burden to industry. The Scheme's 
exemption would operate on the basis ofa declaration of$0 turnover by the sponsor of 
therapeutic goods, rather than a third partyaccountantcertificatton of annual turnover as exists 
under the current LVT scheme. There would be no requirement to make an application or pay an 
app II cation fee for seeking exemption. A decision tl> approve the exemption by a delegate of the 
Secretary would notbtl required. This would removeadmlnll;trative complexitles for both 
sponsors and the TGA, ri,duclng regulatory burden for Industry. 

Given that exemptions would apply on the basis of (at least annual) self-declarations by 
sponsors, an audit program to detect incorrect declarations would be undertaken. 

Implementation of option 3 would result ln a further administrative saving to Industry when 
compared with option 1 and 2 respectively. 

While Implementation of option 3 would result in maximum saving In administrative burden, it 
is likely that the number of products which would be cancelled from the Register would be 
significantly higher than the number of products to be cancelled under option 2 and access to 
new therapeutic goods may be delayed. This c.ould compromise the timely access of essential 
therapeutic goods to patients and pose a risk to public health. 

ln view of the above, the Implementation of option 2 is the preferred option from the other two 
options discussed above. Implementation of the proposed option would be consistent with the 
framework In which a scheme is being considered: 

i. The scheme would be consistent with the objectives of the Act 

2. Those who create a need to regulate bear the cost of regulation and the scheme would be 
compliant with the Cost Recovery Guidelines 

3, The scheme would' not be Inconsistent with the aims of the National Medicines Polley" 

4. The total costs of specified pre and post market functions would be recovered through 
annual charges 

5. It would simplify the administrative processes and improve Its effectiveness 

6. It would reduce regulatory burden on industry 

7. lt would not place undue risk on access to therapeutic goods by consumers. 

10 National Medicines Policy 
<http://WWW,heallh.gov.au/lnternetJmaln/publlshfng.nsrJCo11tcnt/National+Medlcines+-P0t1crl;i.-
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Other amendments 

Annual charges 
This section deals with the impact of the review of the low value turnover (LVT) exemption 
scheme on the rates of annual charges. The rates ofailnual charges are calculated by dividing the 
total costs to be recovered through annual charges for each industry sector and product class by 
the total number of entries for that product class on the Register, excluding the number of 
entries likely to be exempted from annual charges. 

In order to ensure full cost recovery of post-market functions, the rates of annual charges are set 
taking into consideration the value of the e.xemptions to be granted in a financtalyear (50% in 
2013-14 and increasing each year.as take up of the scheme increases, thereby putting pressure 
on increases to the rates of annual c),arges). For example, in 2013-14, 3,679 sponsors were 
Invoiced for annual charges relating to 77,591 Register entries - totalling $100.S mllllon, Of 
these; 1,001 sponsors applied for, and received, LVT exemptions (relating to 21,830 Register 
entries), totalling$4'9,9 miUlon. The exemptions resulted in net annual charge reven11e of $50.S 
million - only 50.3% of the Invoiced annual charges in that year, 

For 2014-15, we have budgeted annual charges revenue of$54,2 million from 57,618 Register 
entries, after allowing For LVT exemptions of $SS.Sm from 24;439 entries, From 1 July 2015, the 
current LVT scheme Is expected to be replaced with a new scheme under which exemption will 
be given to those Register entries which have $0 turnover. It is expected that around 74% of the 
current LVT exempted entries would be exempt under the new .scheme as those entries have $0 
turnover. As annulll charges would be paid across a broader number ofRegister entries the rates 
of annual charge for some. Register entries would bereduced for 2015-16. lt Is likely that some 
sponsors would choose to cancel some entries on the Register where they are no longer eligible 
for the exemption. WhUe the potential decreases in the rates of annual charge are dependent on 
how many entries are cancelled by sponsors (and therefore no longer pay ,mnual charges), 
withdrawal rates are llkely to. vary from sponsor to sponsor based on individual commercial 
decisions. However for the purpose of revenue forecasting and setting the rates for 2015·16we 
have assumed a withdrawal rate of 50% of currently exempted entries which will no longer 
qualify for an exemption under the proposed scheme. 

Annual charges for prescription medicines (chemical medicines) 
Different levels of charges have been set for different classes of therapeutic goods to reflect the 
differing levels of rtsk 

For example, annual charges increase with the class of medical device from $80 for class I 
devices to $1,210 for class Ill and AIMD devices. Similarly with medicines, there are different 
annual charges for listed medicines, registered OTC mediclnes, biological prescription medicines 
and non-biological (chemical) prescription medicines. However, the current scheme does not 
differentiate charges for new chemical prescription medicines and those which have been in the 
market for some time, and are thus off patent and are generic chemical prescription medicines. 

The significant difference in annual charges for chemical prescription medicines11 ($3,955) and 
biological prescription medicines12 ($6,585), represents the difference In the level of 
pharmacovigilance required for the biological products and potentially higher costs (e.g. in 
laboratory analysis of this class of products). 

11 Prescription Medicines· Non-Biologies 
tz Prescrlptioo Medicines - Biologies 
RlS - Low v.tlu!! turnover exemption scheme 
Vl.1 March2015 

Page 26 of52 



Therapeutic Goods Administration 

Some studies have shown that there ls a heightened risk of adverse events from biologies 
compared with other prescription medicines, however, the annual charges for 'innovator' or 
recent to market chemical prescription medicines and generic medicines, which arc based on 
out·Of·patentsubstances which have been In the market usually for some years, are currently 
the same. 

While recogn!sing that the set!:lng of charges to reflect the potential risk of a class of therapeutic 
goods Is an inexactsc.lence, in c.onsultatlons on the reform ofTGA annual charges (through these 
proposed changes to tlie LVT scheme), TGA was asked to review the levels cif charges for generic 
chemical prescription medicines for a number of reasons: 

• There Is evidence from a number of sources that many safety/ post-market issues arise in 
the. first feW years of marketing. as their use changes from being in the clinical trials 
participants used to support registration (small defined populations free of co-morbidities] 
to the wider public post-market approval 

• TGA undertakes a_ddl!:!onai pharmacov!gilance activities for new prescription medicines. 
This includes the development and agreement of a Risk Management Plan, together wlth 
annual Perlodic.Si!fety Update Reports (PSURs). Since 2010, TGA has not required PSURs for 
generic chemical prescription medicines 

• Increased monitoring of new products (relative to established and generic medicines) will 
be required as more theraple:; are introduced globally through accelerated or provisional 
approval processes, o~en wlth greater emphasis on the limited data from early stage 
cllnlcal trials. Several US studies have proposed that the greater use of accelerated review 
processesby FDA for new prescription medicines bas led to more products with safety 
issues, although Increased emphasis in recent years on pharmacovigilance by regulators 
globally will also contribute to more safety issues having been identified 

• In addition, because we charge the annual charge on a 'per ARTG entry' model, and that 
there are usually several generic versions of each out-of-patent medicine on the Register, 
we are potentially recovering more in annual charges in aggregate for many generic 
medicine substances than comparable new chemical entity (NCE) substances. 

In view of the above it is proposed to introduce a separate rate ofannual charge for Register 
entries for generic chemical prescription medicines which willbe lower than the rate for the 
Register entries for the innovator product. However, once a generic product IS registered on the 
Register the Innovator product would also pay the lower charge applicable to the generic 
version: It Is anticipated that the maximum period that a chemical medicine in any particular 
entry would be at the higher annual charge would be 12 years (subject to the approval of new 
indications that were included In the entry]. This would be applicable for instance if no generic 
was ever registered for a particular medicine. 

The below table includes the proposed r;ates of annual charges, expected number of entries 
paying annual charges and annual charges revenue forecast for 2015~ 16. 
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Table S Proposed reductions In annual charges, rates of annual charges and revenue forecast for 
201S-16 

Prescription Medicines -
Non -Biologies (Innovators) 

Prescription Medicines -
Non •Biologies (generics) 

Registered Medicines (Other 
than S4&58) Annual.Charge 

Complementary Medicines 

Device Class AIMD Annual 
Charge 

Device Class Ill Annual 
Charge 

Device Class lib Annual 
Charge 

Device Class Ila Annual 
Charge 

Device Class 1 Sterile 
Annual Charge 

Device Cla~s 1 Measuring 
Annual Charge 

Device Class 1 Annual 
Charge 

Listed Devices Annual 
Charge 

Listed Devices Annual 
Charge IVI), Tampons & 
Disinfectants 

Registered Devices Annual 
Charge· lVD, Tampons & 
Disinfectants 

3,955 

3,955 

1,350 

965 

1,210 

1,210 

940 

940 

615 

615 

80 

1,350 

770 

1,515 

RIS - Low value turnover c.:emp!ion sd1c111e 
Vl.1- M;m:h 201!'i 

1,614 

4,149 

2,356 

9,937 

346 

2,589 

5,156 

9.462 

1,858 

385 

21,962 

22 

415 

53 

'~· t:;::.: r :• "f 
j • / ~ : • I 

: J ' •• ; ' ' 
\../ -·-"'-;•. 

;3,~~ 
I • 
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·. '615 

615 

80 

1,350 

770 

1,520 

6,067,283 

12,655,542 

3,180,784 

9,589,028 

397,987 

2,977,221 

4,588,149 

8,420,956 

1,142,911 

237,029 

1,756,949 

30,301 

319,656 

80,603 
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Registered Devices 2,650 7 19,139 

60,816 54,783,323 

How will you implement and evaluate the chosen 
option? 
If the recommendation to Implement the proposed exemption scheme ls approved, the 
Regulations and Charges Regulations will need to be amended. Section 44 of the Act allows for 
amending of regulations to exempt a sponsor from the liability to pay an annual charge so long 
as the turnover of an entry is $0. 

Amendments to regulations to effect the changes will be prepared for consideration and 
approval by the Federal Executive Council (EXCOJ. 

Sponsors and other stakeholders wlll be advised of amendments, Including the revised rates of 
annual charges, through the TGA website and client service portal, sponsor notices, and adv:lce 
to industry associations. 

The date of commencement is proposed to coincide with the commencement of a financial year 
as this Is the start of the a_nnual charges and exemption cycle each year. 

The client portal will be developed so that sponsors are able to provide their annual renewal 
declarations of $0 turnover, and notification of commencement of generating turnover [where 
they choose to do so), through the portal. This would be the most cost effective means for 
sponsors to meet their obligations under the proposed scheme, though a paper based option 
would also be Implemented for those sponsors who choose not to use the electronic business 
system. 

The TGA website will include a link to the amendments on Comlaw {FRLI, as well as extensive 
advice and Information for stakeholders. 
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Annexure A. Legislative references 

Therapeutic Goods Act 1989 

44A Exemptions from liability to pay charges 

Subsection 44A (1) states that the regulations may make provision for and in relation to: 

a. exempting a person from liability to pay annual registration charge, annual listing 
charge or annual charge for inclusion In the Register for a fmancial year (the curr•nt 
year) If the person's turnover of the therapeutic goods concerned for the financial year 
spec!Oed In the regulations is oflow value 

b. the making of an application for an exemption and requiring payment of that charge for 
the current year if the application is refused and 

c. cancelling an exemption and requiring payment of that charge for the current year. 

Therapeutic Goods Regulations 1990 (current regime)13 

Regulation 43MB: definitions 

Approved person 

Approved person means a person who is a qualified accountant under section 88B of the 
Corporations Act 2001, but does not include: 

• A person who is required to submit a statement signed by an approved person or 

• An employee of that person. 

Eiclslino ent,y 

Existing entry, for a therapeutic good means an entry for registratlon, listing or inclusion of the 
therapeutic good in the Register that is not a new entry. 

Low value turnover (L V'l1 
Low value turnover means a turnover of not more than 15 times the annual registration charge, 
the annual listing charge, or the annual charge for inclusion in the Register (other than the 
annual charge for inclusion of a biological under Part 3-2A of the Act] payable for a financial 
year. 

New entry 

A new entry, for a therapeutic good means an entry for registration, listing or inclusion the 
therapeutic good in the Register that commenced in the financial year. 

Turnover {Therapeutic Good) 

The turnover for a therapeutic good is the gross dollar receipts (excluding GST] from sales of the 
therapeutic good in Australia for a financial year, including retail and wholesale sales. 

13 Note that the current LVT scheme does not apply to biologicals. 
R!S - Low value turnover exemption ~chcme 
V1.l M:irch 2015 
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Therapeutic Goods Administration 

Regulation 43AAC: Application requirements 

Subregulatlon 43AAC (1) states that for section 44A of the Act, the person liable to pay the 
annual registration charge, annual listing charge or the annual charge for Inclusion of a 
therapeutic good In the Register can apply to the Secretary for an exemption from Uability to pay 
the charge for the current financial year on the ground that the turnover of that good forthe 
applicable financial year is a low value turnover. 

Subregulatlon 43AAC (2) states that the application must be: 

a. in writing. In a form approved by the Secretary; and 

b. accompanied by: 

i. for an existing entry- a statement of actual turnover ofthe therapeutic good for 
the previous financial year, signed by an approved person; or 

II. for a new entry- a statement of estimated turnover of the therapeutic good for the 
current financial year; and 

Iii. subject to regulation 45A, the fee payable; and 

c. received by the Secretary: 

i. for an existing entry - before 2 September of the financial year; and 

iL fora new entry- at least 21 days before the date for payment of the charge 
mentioned In regulation 43AAA. 

Subregulatlon 43AAC (3) states that the statements mentioned In subregulations 
43AAC(Z)(b)(i) and (ii] must be in a form approved by the Secretary. 

Regulation 43AAD: Decision by the Secretary - exemption applicatlon 
Subregulatlon 43AAD (1) states that within 21 days after receiving an application under 
subregulation 43AAC (1), the Secretary must: 

a. decide whether to grant tbe exemption; and 

b. give written notice to the person of the decision; and 

c. tf the decision is a refusal, the reasons for the decision. 

Subregulatlon 43AAD (2) states that if the Secretary refuses to grant the exemption. tbe 
applicant must pay the charge for which exemption was sought: 

a. for an existing entry- within the later of: 

i. 14 after the notice is given under sub regulation 43AAD (1J(b]; or 

ii. the date mentioned in paragraph 44 (l)(b) of the Act"; and 

b. for a new entry - within the later of: 

i. 14 days after the notice ls given under subregulation 43AAD (1) (b]; or 

ii. The date mentioned in regulation 43AM15• 

14 This is 1 October. 
1s This Is the last day of the second month after the month when the goods were entered in the Register. 
RIS - Low value turnover cir:emption scheme 
VLl March 2015 

Page 3 t of52 



Therapeutic Goods Administration 

Regulation 43AAE: Actual turnover - new entries In the Register 

Subregul~tlon 43AAE (1) requires that I fan .exemption has been granted under sub regulation 
43MD (1) for a new entry in the Register base\! on the estimated turnover of a therapeutic good 
for a financial year (the current year), the person must give to the Secretary by 1 September In 
the following financial year (the/allowl1111year): 

a. details, in writing ina fonn approved by the Secretary, ofthe actual turnover of the 
therapeutic goods for the current year; and 

b. a statement, signed by an approved person, in a fonn approved by the Secretary, of the 
actual turnover of the therapeutic good for the current year. 

Note. !fthe current year ls financial year 2013-14, the following year ls financial year 2014-15. 
The statement. signed by an approved person, detailing the actual turnover of the new entry In 
2013-14 would therefore need to be received by 1 September 2014. 

Subregulation 43AAE (Z) states that before 1 September in the following year, the person may 
apply In writing for, and the Secretary may agree to, an extension of up to 28 days after the time 
mentioned in Regulation 43AAE (1) for giving the information. · 

Subregulatlon 43AAE (3) states that if the person does not glvethe Information to the 
Secretary within t:J,e time mentioned in Regulation 43AAE (1) or within the extended time 
agreed to by the Secretary under Regulation 43AAE (2): 

a. the exemption is taken to be cancelled on 30 September In the following year; and 

b. the person must pay the charge for which the exemption was granted by 31 October of 
the following year. 

Regulation 43AAF: Decision based on actual turnover 

Subregulation 43AAF (1) states that the Secretary must within 21 days after receiving the 
information from a person under subregulation 43AAE (1): 

a. decide whether the actual turnover of the therapeutic goods was low value; and 

b. give the person notice of: 

I. the decision; and 

ii. lf the decision is that the actual turnover was not a low value turnover - the 
reasons for the decision. 

Subregulatlon 43AAf (2) states that If the Secretary decides that the turnover of the 
therapeutic good for the financial year was not a low value turnover and gives the person a 
notice under subreguJatlon 43AAF (1) (b), then: 

a. the exemption is cancelled; and 

b. the person who receives the notice mentioned in subregulation 43Mr' (1) (b) must pay 
the charge for which that exemption had been granted by 31 October of the following 
year, 

!HS - Low v,Jluc turnover exemption scheme 
Vl.l Marcil 2015 
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Annexure B- Regulatory burden measure 

Assumptions 

Option 1 - new register entries. 
(average 3 actions [MONTHLY INVOICES] per sponsor per year) 

1 I A D2W therapeutic product is listed, regl5tered or Included 
on the Register. An ARTG number Is asslped to t11e product 

2 I The full year annual charge Is incurred (per ARTG No.) effective 
from the date ofllsting, registration or inclusion on the Register 

3 I TGA Financial·services Issues a tax invoice to the sponsor for the 
applicable annual charge 

4 1 Sponsor assesses that the estimated ~ver of the new 
entry for the Clll'Tent flnandal year will not be a low value 
turnover. (average 7 new entries per sponsor) 

5 I Sponsor pays the annual charge for the entry. No further action 
is required. 

RIS - low Value Turnover Exemption Scheme 
V1.1 March 2015 

Yes No 

Yes No 

Yes No 

No Yes 

I No Yes 

1'her.apeutic C.Oods Admlnistr.ation 

o.oo 1,560 Not Applicable I o.oo I SO.OD 
-TGAOnly 

0.00 Not Applicable I 0.00 I $0.00 
-TGAOnly 

0.00 1,560 NotApplicable I 0.00 I so.oo 
-TGAOnly. 

1.00 1,225 Managers I n.ao I Sn.so 
(including 
accountants) 

1.00 1,225 Clerical and . I 53.20 I ss3,20 
Administrative 
Workers· 
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6 I Sponsor assesses that the estimated htrru)verofthe new 
entry for tbe current IIDandal year will be a low value 
bmK>ver. (average 7 new entries per sponsor) 

7 I Sponsor prepares an LVTapplicatioii for the new entry which 
must be accompanied by (a) a statement of the estimated 
turnover of the therapeutic good for the current fi~ial year 
and signed by the person liable to pay thechaIJle; and (b) 
payment for the LVT application fee. 

8 I The sponsor submits the completed L vr application to the TGA. 
The application must be received at least 21 days before the date 
for payment of the applicable annual charge. There is no 
extension if the application is not made in time. 

9 I The TGA Delegate assesses the LVTapplicatiorL If approved, a 
letter is Issued to the sponsor with a credit note for the 
exempted charge. As a new entry LVT exemption. the approval ts 
condttlonal that the sponsor must provide by 1 September in the 
following year, a statement, signed by an approved person, 
detailing the actuaJ turnover of the entry in the year the enny 
was a new entry. 

9.1 I The sponsor LVT application ls not received at least21 days 
before the date for payment of the applicable annual charge. The 
LVTapplication cannot be approved (Return to step 5) 

RIS - Low Value Tutnover Exemption Sch~me 
Vt.l Man:h 2015 

No 

No 

No 

Yes 

N/a 

Tilerapeutic Goods Administration 

Yes 1.00 335 Managers I 12.so I $12.so 
(Including 
. accountants) 

Yes 4.00 335 Managers 172,80 I s291.20 
(including 
accountants) 

Yes I o.so 1335 I Clericaland I 53.20 I S26.60 
Admln.lstralive 
Workers 

' • 
No 0.00 NotAppllcable I 0.00 ] $0.00 

·TGAOnly 

IN/a I o.oo I I Not Applicable I 0.00 I so.oo 
-TGAOnly 
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10 I Validation re\'leWS of new entry LVT exemptions 
commences on 1 July In the following year. The validation 
review Involves the TGA writing to all affected sponsors to 
remind them their obllgatlo11Sto supply a statement of 
actual turnover by 1 September. 

11 I The sponsor extracts the actual turnover of the entry from (e.g.) 
their sa)es/ finance system and records iton a 'statement of 
actual turnover fonn (approved by the Secretary] and then 
must hiive the actual turnover verified by an approved person. If 
satisfied. the approved person signs a declaration that the 
turnover reported ls the actUal turnover of the entry. The 
sponsor sends the completed statement ta the TGA by 1 
September 2014 

11.1 I The sponsor cannot supply a statemtnt of actual rum over by 1 
Sepa,mber and applies in wrllillJl for an extension (up to 28 days). 
If recdved before 1 Septemb•r. the TGA op proves the extension to 
29 September (23 outo/334 sponsors (or 7%) applied for 
extensions ;n 13~14] 

12 I The TGA Del~ assesses the actual tu.mover of the new 
entry was a low value turnover. The exemption is con finned 
under regulation 43AAF, 

13 I The sponsor is notified by the TGA In writing that the exemption 
is confirmed and no further action Is rcqutred. 

RIS - Low Value Turnover Exemption Scheme 
Vl.l March 2015 

I Yes 

No 

Yes 

Yes 

Yes 

T!Krapeutic Goods Administration 

I No I o.oo I I NatAppllcable I 0.00 I SO.DO 
·TGAOnly 

Yes 
18.00 1335 I Managers I n.so I $582.40 

(Including 
accountants) 

Yes 11.00 I Z4 IN/a-Non- I n/o In/a 
compliance 
matter 

No 0.00 1280 I NotApplicable I 0,00 I so.oo 
·TGAOnly 

No o.oo I I NotAppllcable I 0.00 I so.oo 
·TGAOnly 
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14 I TheTGADelogate........,.theactuallm'IIOVerofthenew I Yes 
entry was not a low value turnover (Le.> 15 times the 
amount of the charge for that entry), Theexemptlou Is 
cancelled under ,:egulat!on 43AAF, 

15 f The sponsor is notified by the TGA ln writing that the exemption Yes 
is cancelled and the annual charge is (now) payable by 31 
October. The sponsor pays the tax invoice for the annual charge. 

16 I The sponsor does not supply the statement of actual Yes 
turnover by 1 September. The exemption is cancelled under 
n,gulation 43AAE. 

17 I The sponsor Is notified in writing that the exemption Is cancelled I yes 
under regulation 43AAE for failure to give information and the 
annual charge is (now) payable by 31 October. The sponsor pays 
the tax invoice for the annual charge. 

RIS - Low Value Turnover f.l(empcion Scheme 
Vl.l March 2015 

I No 

Yes 

No 

I Yes 

Therapeutic Goods Administration 

I o.oo I I Not Applicable I 0,00 I so.oo 
-TGAOnly 

1.00 45 Clerical and I 53.20 I s53.20 
Administrative 
Workers 

I I 

o.oo NotApplicable I 0,00 I so.oo 
-TGAOnly 

11.00 
110 

I Clerical and I 53.20 I $53.20 
Administrative 
Workers 
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Option 1 - existing register entries (on the Register on 1 July each year) 

(One action [ANNUAL INVOICE] per year] 

1 I All exlstinc•ntries on the Resister on 1 July incur the applicable Yes No 
full year annual charge(•) 

2 I TGA Financial Setvlces issues a taX invoke to the sponsor for the Yes No 
applicable annual charge(s). 

0.00 

o.oo 

3 I Sponsor assesses that the actual tumoverofthe emtlng entry No Yes 
19.00 in the previous financial year was not a hnnalue tnmover (Le. 

> 15 times the annWII charge for lhe·entJ-y), (average 18 
existing entries per sponsor) 

4 J Sponsor pays the annual charge(s) for any non-Lvr ent?y/entries. 
No further action is required. 

5 I Sponsor assesses that the actual turnover of the exls1ing ena-y 
In the previous year was low value. The sponsor extra CU the 
actual turnover of the ent,y from (e,e.) their sales/ finance 
system and records lton a ·-mentof actual IW'llOffr' form 
(approved by the Secretary) and then must have the actual 
turnover~rilled by an approved person. Jrsatisfted, the 
approved person signs a declaration that the turnover reported 
was the actUal tumoverofthe entJ-y. (average 18 exlstlag 
entries per sponsor) 

RIS- Low Value Turnover Exempnon Scheme 
Vl.1 March2015 

No Yes 1.00 

ro r·· 8.00 

Ther.apeutic Good!: Administration 

I I NotApp!lcable I 0.00 I so.oo 
0 TGAOnly 

, 3,679 I Not Applicable I 0.00 I so.oo 
·TGAOnly 

12.829 I Managers I 12.80 I S582.40 
(including 
accountants) 

2.829 Clerical and· J 53.20 J S53.20 
Administrative 
Worke<s 

850 Managers I 12.ao I S5a2.4o 
(Including 
accountants) 
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6 I Sponsor prepares an LVT application for the existing enaywhlch 
must be ao:ompanfed by(a) thest>.tementof the actual1umover,. 
signed by an approved persoo, and [b) payment tor the LVT 
application fee [$150.per entry In 12-13, to a maximum fee of 
S15,000 for 100 or more LVT exemptions). 

7 I The sponsor submits the completed L vr application to the TGA. The 
application must be received before 2 September. There is no 
extension irthe application is not made in time. 

7.1 I The sponsors LVT application is not received before 2 September. 
The LVT application cannot be approved. (Go directly t.o Step 9) 

8 I The TGA Delegate .assesses the LVT appllcatlon .. u approved. a 
letter is issued to the sponsor with a credit note for any 
exempted charge(sJ. 

9 I Sponsor pays the annual charge(•) for any non-LVT 
entry/entries. No further action Is requind. 

RIS - Low Value 'Turnover Exemption Sd!.eme 
Vl.l March 2015 

I No res I 8.00 

No Yes 1.00 

N/a N/a 0.00 

Yes No o.oo 

No Yes 11.00 

TherapeuticGoodsAdmini:stration 

1850 I Managers 172.80 I $582,40 
(Including 
accountants) 

I I 

850 Clerlcaland I s3.20 I $53.20 
Administrative 
Worl<ers 

I I 

I o.oo I so.oo 
I I 

NotApplicable I 0.00 I $0.00 
-TGAOnly 

1850 I Clerical and J 53.20 I $53.20 
Administrative 
Workers 
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Option 2 - $0 turnover scheme - transitional entries 
(One action {ANNUAL INVOICE] per year) 

1 TGA wlll ldenllfy all entries whlch 111")' be eligible for an 
Initial LVT Exemption 

Enlries on the Roglster 1 July 2014 • To qualify for an LVT 
exemption, an entry which was listed. registered or included on 
the Register on 1 July 2014 mu,t have been approved for LVT 
exemption In 2013·14 and 2014-15 and have had $0 value 
turnover. 

The L VT approvals in 2013-14 and 2014-15 were made on the 
basis of the sponsors starement(s) of actual tumovtr (SOAT), 
signed by an approved person (a third party a<counlant) of the 
entJy in 2012-13 (for approval of the 2013'14 LVT exemption) 
and 2013-14 (for the approval of the 2014-15 LVT exemption). 

2012-13 and zo13.14 datD arising from the 2013-14 and 
2014-15 LVTexemption approvals ltas bfftt 
collaled/analrsed. with aU dl[llblo (pn-1/u/y ZOH) entries 
slrort·lbredfor automatic LVT eumptian when the scheme 
commences on J July 2015. 

RJS - Low Value Turnover Exemption Scheme 
Vl.l March 2015 

Yes No 0.00 3,679 

Therapeutic Goods Administration 

NotAppllcable I 0,00 
-TGAOnJy 

$0.00 
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LVT exemptions for 2015-16 for an enn;, will depend on the 
sponsor being able to make a declaration by 22 July 2016 of $0 
turnover ror the entry for both 2014-15 and 2015-16. If the 
sponsor cannot make either or both declarations then: 

• they will retain any exemption for 2014-15 

• they will be required to pay the annual charge for 2015-16 

• they will be invoiced for the annual charge for201S-16. 

Entries added to tile Register between 1 May and 30 June 
2015 

An entry whlch is first registered. listed or Included on the 
Register on or after 1 May and before 1 July 2015 wlll be deemed 
to have been entered on the Register on 1 July for the purposes of 
the LVT exemption scheme (and thus autcmatlally qualify for 
LVTfor 2015-16). In practice, we recognise the sponsor would 
have been requlred to apply for LVT (and pay the LVT application 
fee) for the 2014-15 annual charge by the time the LVT scheme 
terminates, Sponsors will sdll be required ln the next:annual 
cycle to decl:ira $0 iurnover for2015-16 tn order to retain the 
exemption for that financial year. 

Deemed entries will qualify as eligible fur LVT exemption 
until (a) the entry generates tamover and tile sponsor . 
notifies the TGA of that turnover; or (b) the LVT exemption is 
renewed (orcuu:elled) fullowlngtlle oext:mnual (turncwer 
status) n,ru,wal declaration which Is due by 22 July In the 
next llnanclal year (Le. 22 July 2016) 

RlS- Low Value Turnover Exemption Scheme 
Vl,l March 2015 

Ther.ipeulic Goods Ad ministration 
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St~p :'i!n. nc..,cri111ion 

2 I Transltlo~ entry ls notpre-qualllled for exemption: A full 
year annual product charge tax Invoice will be issued for the 
current financial year at the end of July to spomors who did not 
have an exemption for the previous year. The sponsor will be 
required to pay the invoice by 15 September. 

3 I The full year annual product charge for will be Jevil!d on 1 July 
each year thereafter until the entry Is cancelled from the Register 

4 I The sponsor pays the applicable product charge invoice. No 
further action ls required until the next full year annual product 
charge is incui:red. 

5 I The spD11SOrof an essential good applies for a waiver of the 
clmgeforthatflnancialyearon the basis that (a) itisln the 
interests of publlc health for the pmducttn remal'n on the 
Register (b) it would be commercia!lyuoviable for the sponsor to 
be required to P"Y the for that financial year. The maners ta be 
taken into account In assessing the public health ln1"rl!St include 
the population that use the relevant goods, the likelihood of the 
goods being available through alternative means If the entry was 
cancelled at the request of the sponsor, the clinical need! of the 
users and the goods and the reasonable availability of 
alternatives and any relevant health risks. 

RIS - Low Value Turnover Excmpnon Scheme 
Vl.l March 2015 

n;,\ Spnn.,or 
t.1-.li: 1;1-,k 

res I No 

N/a N/a 

No Yes 

Yes Yes 

TheraJ)Cuti.c= Goods Administration 

~,11111,nr ~ool Cl.1,, ~jl01J'>(lr S(IUll:jl)f 

l1m1• Spon ... 01, l,,)U rJy lll[:ll (11'>:I 

lhntH'>) .tlkd~·d ) ,lit· 

I o.oo 12,829 I Not Applicable I 0.00 I so.oo 
-TG/\Only 

I I I I o.oo I so.oo 

1.00 Z,829 I Clericaland . I 53.20 I $53.20 
Administrative 
Workers 

1.50 85 I Manag,,rs I n.so I s109.20 
(including 
accountants) 
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6 I Tr.msltlonal entry ls pre-quallftedforexempdon: The 
sponsor will not receive a tax invoice foranyentries which: are 
'$0 turnover". The Lvr exemption wilt remain in force until the 
sponsor subsequently notifies the TGA that the ennyhas 
COmmen~ed generatlngtumover or fails to make the sponsors• 
annual (turnover status] renewal declaration by22 Julyln the 
next financial year. 

7 I Sponsor annual (turnover status) renewal dec:laratlon - all 
sponsorSwho were exempt from paying a charge for an entiy In 
the previous financial yearwlll be requlred to declare that the 
entry had '$0 turnover' In that year within 21 days from 
c;ommencement of each subsequent flnandalyear-to ensure tt 
retalns lts annual charge exemption-for that previous year. If the 
sponsordoes not make such a declaratiOn.-theywm be invoiced 
for the charges for the previous financial year and also for the 
currentyear. Both amounts are payable by 15 September. 

8 ·I Auditand monitoring program of'SO turnover' entries (The 
program will seek to review 20% of sponsorclaim.annu;,lly (for 
100% coverage of claims every five years). The desk top audit 
and monitoring will be used to tdentlfy and short-list sponsors 
for audit to verify the turnover status of$0 turnover. The TGI\ 
will exercise powersin the Regulations to reqoire thesponsorto 
provide lnformatlon ·abouta sponsors' turnover for the purposes 
of the administration of the LVT scheme. 

R1S - Low Value Turnover Exemption Scheme 
Vl.1 March 2015 

ro 

I No 

Yes 

Therapeutic Goods Ad ministration 

'Yes 
, 1.00 1'850 I Clorical and I 53.20 I ssJ.20 

Administrative 
Workers 

I Yes , 4.00 1850 I Managers I n.ao I s291.20 
(including 
accountants) 

No I o.oo 1200 I Not AppHcable I 0.00 I $0.00 
-TGAOnly 
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12 

Where a sponsornotlllcation of turnover ls received durlnga 
financtalyear (l.e.atany other time than a compulsory annual 
(turnover status] renewal declaration by 22 fuly In the next 
financial year).an Invoice for the applicable full year annual 
charge will be issued in the next monthly invoice run. 

If a compul,ory annual (turnover sttJtus) ren=l declarodon of SO 
tuma""r Is not lodged with the TGA by ZZ/uly In th• nextftnandal 
year, It will be as,umed that the entry was non·tVT In the previous 
jinancialyearand the applicob/e annual charge will become 
payable for that year UJg«ther with t:he·charge for the curnntyear. 
Both wi/lbepayobl• by15Sq>O!mber. · 

Annual involcing'Non-LVT-entries"-· Entries.which are non-l.VT 
on the next l July incur the full year annual charge. Annual 
invoices are issued In fulyforpayment by 1SSeptember (and 
againeadlyearwr.a!teruntil the entry-ls cancelled from the 
Register), . 

Sponsor pays the applicable annual product charge invoice. I No 
No further action is required until the next full year annual 
product charge is incurred. 

Rl5- Low Value Turnover Exemption Scheme 
Vl, l·March 2015 

Yes 

Therapeutic Goods .Admmistratlon 

1.00 850 Clerical I 53.20 $53.20 
and 
Admtnistr 
ative 
Workers 
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Option 2 - $0 turnover scheme - new entries 
(Up to four actions [MONTHLY INVOJCE(S)] per year) 

A new therapeudc product Is listed. registered or Included on 
the Register. An ARTG number Is assigned to the product 

A n.w enttyon the Register (on aratler 1 ]uly2015) will be 
classified as LVT until the SJ)ODSOr declares otherwJ,e through 
the online portal or by paper form. (average 6 new entries per 
sponsor) 

When an entry Is becomes a nonwLVT entry, the full year annual 
charge is incllrred (per ARTG No.) effective from the financial year 
when turnover was generated 

TGA Financial Ser\lices issues a e1xinvoice to the sponsor for the 
applicable annual charge 

Sponsor pays the annual charge for the entry. No further action ls 
required. 

rus - Low Value Tumovt:r Ex.emption Scheme 
Vl.l March 2015 

Yes No 

Yes Na 

·No Yes 

Yes No 

No Yes 

Then.peutic Goods Ad ministration 

I o.oo 11,560 I NotApplicable I 0.00 I $0.00 
-TGAOnly 

I o.oo I 0 
I Nat Applicable I 0.00 I $0.oo 

-TGAOnly 

1.00 1,225 Managers I 12.80 I sn.80 
(including 
accountants) 

0.00 NotApplicable I 0.00 I $0.00 
-TGAOnly 

11.00 , l,225 I Clerical and I 53.20 I $53.zo 
Administrative 
Workers 
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Therapeutic Goods Administration 

Sponsor assesses that the- turnover of a new entry ls $0 I No r·s I 1.00 1335 I ManagerS 172.80 I sn.00 
turnover. (average 7 new entries per sponsor) (including 
No action is required by the sp0nsor of the new entry until (a) the accountants) 
entry commences genera ting turnover or (b) the next annual 
(turnover status) renewal declaration of SO turnover is required (by 
22 July in the next financial year]. 

The l.VT exemption will remain in force for an entty w,.til the 
sponsor subsequently notifies the TGA that the entry has Incurred 
tum over (subject to the sponsors' annual declaration {detailed 
below] within 21 days of commencement of the nextfinan~l year 
that an entry did not generate any turnover in the previous year and 
therefore continues to be eligible for an LVT exemption). 

Sponsor provides an annual (turnover status) renewal No Yes I LOO 1335 I Managers In.so I S72.80 
declamtion- ln order to maintain an LVT· eleemption for an entry, (Including 
the sponsor will be required to complete an onl!ne declaration that accountants) 
the ent,y did not generate turnoverin the previous flnandal year by 
2Z July. If such a declaration Is made, no further action is required 
unt:11 the next.annual update Is required (ltie next financial year) or 
the TGA Is. notified of turnover (whlchever comes first], 

Sponsor does not provide an annual (tmnover status) renewal No I No I o.oo I . I NotApplicable I 0.00 I SO.OD 
declaration- If a sponsorfailuu provide a SO tumoverdeclaration ·TGADnly 
by 2Z July in the next financial year, the annual charge ex.emption 
wLII cease and the applicable annual p~uctcharge will be payable 
In relation to the previous financial year. (For example.an update 
required by 22July Z016 relates to FY2015-16 • failure to provide an 
update will Incur the 2015-16 annual charge, and by default will also 
incur the 2016~17 annual charge (as 16/17 commences on 1July 
2016). Both amounts would be payable by 15 September. 
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TGA Financial Services Issues a tax.Invoice to the sponsor for the 
applicable annual charges. 

Sponsor pays du, annwd cbarge(s) for any non-LVT entries. No 
further action is required until the next fuU year annual product 
charge is incu.rred. 

Sponsor notifies that an LVT ~ntry has commenced eenerating 
mmover- Sponsors will have the option of notifying the TGA when 
an entry [subject to an Lvr exemption] generates any turnover. 
Upon recelvlng the notification, the annual charge exemption will 
cease and the full year charge will become payable for the year in 
which tumoverwas generated, 

TGA Financial Services issues a tax invoice to the sponsor for the 
applicable annual charges. 

Sponsor pays the aanwd charge[s) foranynon-LVT entries. No 
further action is required until the next full year annual product 
charge is incurred. 

RIS- Low V.alue Turnover Exemption Scheme 
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Yes No 

No Yes 

No Yes 

Yes No 

No Yes 

'l'her.i.p~utic Goods Administriltion 

10.00 1 · I Not Applicable I 0.00 I so.oo 
-TGAOnly 

, 1.00 1335 I Oerical and I 53.20 I ssJ.20 
Admlnistrative 
Worker, 

11,00 1335 I Clerical and I 53.20 I $53,20 
Admlnlstranve 
Workers 

I o.oo I . I Not Applicable I 0.00 I so.oo 
-TGAOnly 

11,00 1335 I Clerical and I 53,20 I ss3,20 
Administrative 
Workers 
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ANNUAL CHARGES INVOICING SCHEDULE 
Monthly invoice! • $0 turnover entries generating turnover 
during a Hnancial year 

Tax invoices will be issued (monthly) after• sponsors voluntalj' 
notification (during the.curunt financial year) that a $0 turnover 
entry bas commenced generating turnover In thatfinanctal ~ar. 

EJcample [Monthly Invoices): A SO turnover entry commences 
generating turnover on 1 October. The sponsor notifies the TGA by 
22 October that the entiy ls now generating turnover 

[Note. if the sponsor does not voluntarily notify the TGA of turnover 
during the year, the sponsor will be invoiced for the year when the 
sponsor does not make a $0 turnover declaration due by 22 July tn 
the next financial year]. 

Where a sponsor notification of turnover ls received by the TGA 
during a financial year, an invoice for the applicable full year annual 
charge will be issued in the next monthly invoice nm (i.e. as per the 
example above, if turnover is recorded for a $0 turnover entry on 1 
October, the sponsor may declare the rum over by 22 October for 
invoicing on 7 Novembedor payment by? December) 

If a compulsory annual (turnover status) renewal declaration of SO 
turnover is not completed by 22 July in the 1?8t finandalyear, ttwill 
be assumed the entry was non·l.Vl'in the previousftnanciatyearand 
the applicable annual clwrge will b«ome payable for that" year 
rogetherwith the charge for the cum:nty,,,r. They are bath payable 
by 15Sept:ember. 
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Annual lnvolclng'N011-exempt entries' 
Entries which an, non-LVT on the next 1 fu\y incur the full year 
annual Charge. AnnUal tn~ices.a~ issued.In July for payment within 
30 days (•nd again each year thereafter until the entry Is cancelled 
from the Register). 
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Option 3 - cease the scheme 

(Up to 13 actions [ANNUAL INVOICE+ MNTHLY INVOICES) per year) 

1 I ExlstlngRegisterentzy (at 1July): Uthe entzy lsan existing entry 
on the Register at 1 July, the full year annual charge is incurred. 

2 I TGA Financial Services issues the sponsor an existing entry annual 
charge invoke for the applicable annual charge in July for payment 
within 30 days. 

3 I The sponsor pays the applicable annual charge. No furth·er action is 
required until the next full year annual charge is incurred on the (next) 
!July. 

4 I New Regfsterentzy: If the entry is a new entry In the Resister, tbe 
full year annual c~e is Incurred for the year tbe entry ls a new 
entry, 

5 J TGA Financial Services issues the sponsor a new entry annual charge 
invoice for the applicable annual charge. New entry aMual product 
charges invoices are issued to sponsors' on a monthly basts. 

6 I The sponsor pays the applicable annual charge. No further action Is 
required until the next full year annual charge is incurred on the (next) 
1 July. 

R!S - Low Value Turnover Exemption Scheme 
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Yes No 

Yes No 

No Yes 

Yes No 

Yes No 

No Yes 

Therapeutic Goods Administration 

I o.oo I I NotA))(llicable I 0.00 I $0.00 
·TGAODly 

I o.oo I I Not Applicable I 0.00 I so.oo 
-TGA Only 

1.00 3,679 I Clerical and I s3.20 I $53.20 
Administrative 
Workers 

I o.oo I I NotApplicablc I 0.00 I so.oo 
·TGAODly 

I I 

0.00 NotAppllcable I o.oo I $0.00 
·TGAOnly 

1.00 1,560 I Clerical and j 53.20 I S53.2o 
Administrative 
Workers 
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Therapeutic Coods Administration 

Glossary of terms 
Definitions of key tenns used in this consultation paper are provided in this section to facilitate a 
common understanding of the key Issues and proposed options. 

Australian Register ofTherapeutlc Goods (the Be&lster): The Register Is the publicly 
accessible reference database of the therapeutic goods available in Australia The Reglsteris 
available online https;/fwww.ebs.tga.goy.au. It provides infonnatlon on therapeutic goods that 
can be supplied In Australia and Includes the product and sponsor name and other basic 
lnfonnation about the goods. It Is not Intended to provide guidance, advice or recommendations 
on those goods. It ls an offence under the Therapeutic Goods Act for a person to Import and 
supply or manufacture and supply therapeutic goods In Australia unless they are entered In the 
Register in the name of that person (or the goods are otherwise exempt or approved by the 
TGA). 

Therapeutic goods: Therapeutic goods Include prescription, over the counter and 
complementary medicines. medical devices and blood and biological goods that are required to 
be entered on the Register. 

RIS - Low value turnover exemption scheme 
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Therapeutic Goods Administration 

PO Box 100 Woden ACT 2606Australia 
Email: info@(ia,eov,an Phone: 1800 020 653 Fax: 02 6232 8605 

http://www.tp i:oy,au 

Reference/Publication # 



• Auslrallan Govemment 
O,,,.rtmeat or Heallh 

Thcrapcu1ic Goods Administration 

Mr Jason McNamara 
Executive Director 
Office or Best Practice Resulation 
Department of the Prime Minister and Cabinet 
1 National Circuit 
BARTON ACT 2600 

Email, helpdesk@obpr.gov.au 

Dear Mr McNa}"lara 

Regulation Impact Statement ..final assessment second pass 

1 am writin& in relation to the attllllhcd Regulation Impact Statement (RIS) prepared for 
the Low Value Turnover (LVT) Exemption Scheme. The regulatory bll((lcn to business, 
community organisations and/or individuals has been quantified and offsets have been 
identified and quantified using the Regulatory Burden MellSUl'emem framework. Tbesc 
have been agreed with your office. 

I am satisfied that the RIS addresses the three key comments raised by your office and 
notified by Mr Tony Simovski in his letter of27 February 2015: 

• The RIS states the reasons that consukation opdons 2 and 4 were not considered 
to be feasible options for achieving the Government's objectives and how these 
conclusions were made, 

• The RIS explicitly discusses the impact of each RIS option on small busi~sscs. 

• The RIS provides a ckscription of the proposal's development at each major 
decision point. 

Atcordingly, I am' satisfied that the RJS now meets best practice consistent with the 
A11stralian G11vermne111 Guide to Kegulatio». 

I submit the R!S to the Office of Best Practice Regulation for lormal final as,;cssmcnt. . 

Y oUlll sincerely 

dj Professor John Skerrill 
National M811llger, Therapeutic Goods Administration 
Deputy Secretary, Department of Health 

/j March 2015 

PO Box 1.00 Wod6r'I ACT .2606 MN 40 i3i •06 ao. 
Phone: 02 6232 6444 Fax: 02 6203 1605 Em91!: 1nfo@)Jg3,ooy.au 
h)lp:l{',Wffl.tga.9911 SU 
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• 
Department of the PrimeMlmster llDd C'abinet 

Office of Best Practice Regulation 

Rt&reocc: 17309 
Tdephooo: 62716210 

HDa!l: ""~~..,, ••• 

Adj Prof John Skcrritt 
National Manager, Therapeutic Goods Administra!ion 
Deputy Secretary 
~tofHealth 

Dear Professor Sla:rritt 

Final Regulation Impact Stat.ament- Low Value Turnover (LVT) Exemption 
Scheme · 

Thank you for forwarding the Regulation Impact Statement (RIS) for the above proposal, 
which was received by the Office of Best Practice Regulation (OBPR) for final BBscssmcnt 
on 19 March 2015. I note that you have fonnally certified the RIS DB required by the best 

-practice regulaf1on requirements. . . .... ~ 
t. • ~ :, • ' 

· The J;l!'OPOsal· ~ks to,n:ui1!:e .amendments to the L VT Exemption Scheme in order to better 
_ align the ~e ~ !.lie Government's Cost Recovery Guidelines, and to reduce the 

administrative ®mpleidty"-0f'tho scheme. The most significant change·to the scheme is that 
.ex.empti~ .frq/'1- paying'.the annual regulatory charge will only be granted for Register 
entries which are yet to commence tumover, compared with the current situation which 
allows exemptions for ~gister entries with turnovers less than 1.5 times the valoo of the 
annual charge. 

The changes are estimated to result in a reduction In a.dministratlve costs of approximately 
$3 million per anmnn, and reduce the cross subsidy between those register entries that 
qualify for the exemption end these that do not. 

The Office of Best Practice Regulation (OBPR) assesses RISs for consistency and adequacy 
- consistency relates to following the prescribed process end adequacy relates to the quality 
of the analysis. 

I note the agency has been consistent with the RIS guidelines, having twice provided a 
certified RIS (addressing all seven elements) to the OBPR for final assessment before the 
decision-maker considers the RIS. 

I also note that the RIS is adequate as it does not contain obvious errors and has a degree of 
detail and depth of analysis that is commensurate with the magnitude of the problem and the 
size of the potential impact of the proposal. In addition, the regu!etory cost estimates have 
been agreed with the OBPR. 

1 National Circuit. Barton ACT 2600 • Telophone 02 6271 6270 • lotemut www.obpr.gw.1u 



• 
Departmmrt of the Prime Ministel' 1111d Cabinet 

Office of Best Practice Regulation 

Re&reni:c: 17309 
Tdepbono: 6271 6270 
HDa!l: holpdool:-opl,l@pmc.gov ... 

Adj Prof John Skcuitt · 
National Manager, Therapeutic Goods Administration 
Deputy SeCJetary 
Department of Health 

Dear Professor Skerritt 

Final Regulation Impact Statement- Low Value Turnover (LVT) Exemption 
Scheme · 

Thank you for forwarding the Regulation lmpallt Statement (RIS) for the above proposal, 
which was received by the Office of Best Practice Regulation (OBPR) fur final assessment 
on 19 March 2015. I note that you have formally certified the RIS as required by the best 

-practice rc~on requirements. . ' .... 
~ - • 'le ~. - " ~ .... 

· The ~sal·sl;eks to,~_emendments to the LYT Exemption Scheme in order to better 
. align the ,8!:he$.C with. $, Government's Cost Recovery Guidelines, and to reduce the 

iiihninistnitive ciomplclcity"-ilf'tho scheme. The most significant cbange'to the scheme is that 
.eir.empti~ frq!" paying'Jhe annual regulatory charge will only be granted for Register 
entries which ere yet to commence turnover, compared with the current situation which 
allows exemptions fur Register entries with turnovers less than 1.5 times the valoo of the 
annual charge. 

The changes are estimated to result in a reduction in administmtive costs of approximately 
$3 million per 8llllllli1, and reduce the cross subsidy between those register entries that 
qualify for the exemption and those that do not. 

The Office of Best Practice Regulation (OBPR) assesses RISs for consistency and adequacy 
- consistency relates to following the prescribed process and adequacy reletes to the quality 
of the enalysis. 

I note the agency has been consistent with the RIS guidelines, having twice provided a 
certified RIS (addressing all seven elements) to the OBPR for final assessment before the 
decision-maker considers the RIS. 

I also note that the RIS is adequate as it does not contain obvious errors end has a degree of 
detail and depth of analysis that is commensurate with the magnitude of the problem and the 
size of the potential impact of the proposal. In addition, the regulatory cost estimates have 
been agreed with the OBPR 

1 Na6onaf Clrcuff. Barton ACT 2600 • Telephone 02 6271 62.70 • Internet www.obpr,gOY,IU 



Accordingly, I am satisfied that the RIS meets best practice consistent with the Australian 
Government Guide to Regulation. 

For legislation which is tabled in the Parliament, a copy of the RIS must be included in the 
explanatory memorandum (for primary legislation) or the explanatory statement (for 
legislative instruments). Please ensure that your officers provide the OBPR with a copy of 
( or link to) the explanatory memorandum or explanatory statement when these are made 
public. 

Additionally, the OBPR maintains a RIS website and RISs are published as soon as 
practicable following a regulatory decision being publicly annonnced. W c would appreciate 
you advising us when a decision on this proposal is announced, and forwarding a final copy 
of the RIS in Microsoft Word .doc fonnat in a form meeting the Australian Government's 
Web Content Accessibility Guidelines. We suggest liaising with your web" services team to 
ensure these guldelines are met. The OBPR should be consulted if the RIS is amended. It is 
the agency preparing the RIS, not the OBPR. which is responsible for the content of the 
published RIS. 

The website provides a public comment facility on RISs posted on the site. The OBPR 
modemtes this facility for offensive content but does not moderate debate. 

Please retain this letter as a record of the OBP.R.'s advice. Our reference number for this 
•· issue is 17309. If you have any further queries, please'do not hesitate to contact me. 

Yours sincerely 

Tony Simovski 
Ng Deputy Executive Director 
26 March 2015 




