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Office of 

Senator the Hon Fiona Nash 
Assistant Minister for Health 
Senator for New South Wales 

Deputy Leader of the Nationals in the Senate 

Ref No: MC 15- 007924 

Mr Troy Williams 
Chief Executive Officer 
Australian Dental Industry Association 
GPO Box 960 
Sydney NSW 2001 

Dear Mr Williams 

Thank you for your letter of 8 May 2015 regarding the review of TGA's low value 
turnover (L VT) annual charge exemption scheme and your continued engagement 
with the TGA on this matter. 

As you are aware, the TGA recovers the cost of its regulatory activities through fees 
and charges from the industry it regulates. Costs of pharmacovigilance and other 
post market monitoring and compliance activities are recovered through annual 
charges levied on therapeutic goods on the Australian Register of Therapeutic 
Goods (ARTG). Different levels of pharmacovigilance are required for different 
classes of therapeutic goods depending on the level of risk the good could pose. 
Annual charges have been set to reflect the level of pharmacovigilance and post 
market work required for the regulated good rather than the size of the individual 
business. For example, the annual charge for a class 1 medical device is $80 
whereas for a high risk prescription medicine (biologic) the annual charge is $6,585. 

The L VT scheme was introduced in 1990 and predates the introduction of the 
Australian Government cost recovery policy (CR po!icy).The review of the L VT 
scheme found that; the scheme was not only inconsistent with the CR policy, as 
contrary to the intentions of the scheme the top 20 claimants are receiving over 50% 
of total exemptions meaning that annual charges must be set higher overall 
(including for small business) in order to fund those exemptions, but was also costly 
and complex for sponsors. The TGA continues to receive feedback that some 
sponsors, especially small business, do not seek L VT exemptions because they 
consider that the cost of preparing and submitting an L VT application outweighs the 
benefit. The proposed annual charges exemption (ACE) scheme is designed in such 
a way that it not only complies with the CR policy but would also simplify participation 
requirements and reduce regulatory red tape for business. 

The Regulation Impact Statement (RIS) identifies an annual saving to industry of 
$3 million in administrative costs and $2.4 million in LVT application fees. It is 
acknowledged that the replacement of the L VT scheme with the new ACE scheme 

Parliament House Canberra ACT 2600 Telephone: (02) 6277 7440 
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will have varying impacts on individual sponsors, but overall would achieve a benefit 
to industry. The TGA is not aiming to generate more annual charge revenue from 
this change, and will have a reduction in revenue of $2.4 million from the current 
application fees. 

I note the five sponsors you listed may pay more in annual charges in the first year of 
implementation of the scheme if they keep their current number of products on the 
ARTG. However this does not take into account the saving they would achieve as 
they would not be required to prepare and submit an application for seeking the 
exemption which equates to, on average, around $1, OOO/sponsor per annum. It also 
doesn't take into account that some speciality devices may have their annual 
charges waived if they meet the public health and financial viability tests under the 
new provision being introduced as part of the ACE scheme. To reduce this impact 
further the sponsors may choose to cancel some of their low turnover products which 
may not be financially viable if an annual charge is paid. Of course this action would 
be a commercial decision of the sponsor. 

Under the proposed scheme, all products would qualify for an exemption if they were 
granted L VT exemptions on the basis of $0 turnover in the last two financial years 
rather than since their entry on the ARTG. In addition, all new medical devices 
(including class 1 medical devices) would automatically qualify for the exemption 
until they commence turnover. This is a significant advantage of the new scheme for 
class 1 medical device sponsors because they generally don't seek exemption under 
the current scheme as the L VT application fee of $155 alone is far more than the 
annual charge of $80. In addition, medical device classes Ila and above would 
benefit from the 5% reduction in annual charges from 1 July 2015 and the proposed 
waiver provisions. 

In view of the above I believe the proposed scheme simplifies the participation 
requirements, in particular for the small businesses who were not participating in the 
L VT scheme, and will significantly reduce red tape and regulatory burden for 
industry. The TGA modelling shows that costs will be lower for the majority of small 
businesses. 

I trust that the above information is of assistance. 

Should you have any further questions regarding this matter, you may contact the 
TGA by email to ace.exemption@tga.gov.au or by contacting Ms Nicole Mclay on 
phone 02 6221 6910. 

Yours sincerely 

Fiona Nash 

DLM 
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Assistant Minister Nash 

<Number> MC 15-0 019'2-l-t 

Review of the low value turnover exemption scheme 

Nicole Mclay 

Nicole Mclay 
02 6221 6910 

John Skerritt 
02 6232 8200 

Regulatory Support Division/Regulatory Business Services 

Adviser/DLO Comments: 
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>> URGENT> 
a -

... _ 
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 L VT Abolition - RIS Review Request 
[SEC=UNCLASSIFIEDJ 

!MCIS-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 

I 
I 

Martin 
1. 1 MAY 2015 

From: WOOD, Emma o,~,~,o,<f.!;,;A 
Sent: Friday, 8 May 2015 5:52 PM r,1,111:.1n: ....-. 

To: Minister Nash DLO IM;1c, 1u .. e. 
Subject: FW: TGA LVT Abolition - RIS Review Request [SEC=UNCLASSIFIED] ~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.wlU!ams®adia.org.au] 
Sent: Friday, 8 May 2015 3:33 PM 
To: WOOD, Emma 
Cc: Elise Mizzi - ADIA 
Subject: TGA Lvr 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@adta.org.au • www.adia.org.au 
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Ref: 11.11.14K-8 May 2015 

Sen. Hon. F10na Nash 
Aniatant Minister for Health 
PO Box 6100 - The Senate 
Parliament House 
CANBERRA ACT 2600 

Dear Minister 

-Australian ~ef!iol f ADIA 
Industry Assodotion 

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 (fGA). 
The rationale for this request is that an assessment made by the TGA indicates that the 
reforms will result 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 permits a business to claim an exemption from this fee if 
the turnover for the product/s und~r. the ARTG entry is equal to or less than fifteen times the 
annual charge for that entry, -an .iirrangement known as the Low Value Tumover (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, AOIA 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 dental 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' 
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assessment reflects the TGA's own conclusions, as set out in the RIS, that around Fifty 
percent of cu~ntly exempted entries which will 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 adv~rse cost impacts on small business, ADIA 
believes that a more comprehensive review of the proposal is merited. If, as there ls 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 

,.=t::IADIA 



Mr Troy WIiiiams 
Chief Eucutfvl! Officer 

• 
Department or HmltJI 

Therapeutic Goods Administration 

Australian Denta1 rndustry Association 
GP0Box960 
Sydney NSW 2001 

Our Rererence: EAC 426777 

DearTroy 

Low value bJmover scheme 

Thanks (or your letter of8 January and follow-up email on 12 February. We are glad that 
ADIA ls 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, ADIA Is supportive ofrefonn to the LVT scheme that wm reduce 
the administrative workload of businesses In the.dental Industry. 

My colleagues have now •run the numbers~ with the five sponsors you listed, to assess the 
Impact of the proposed ~ha.11ges to the low value tum over scheme. TGA is proposing a 
reduction of 5% in annual charges for medical devices class ofll and above but annual 
charges for all types or class 1 medical devices will remain unchanged. 

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

A number of products may be eligible for criteria as an •essential cood'" for 
public health and thus be eligible for waiver of fees. We haven't tried to determine 
whlcb dental products would qualify as we will be assessing waiver applications on 
a case by case basis. But I would imagine that a product such as a highly specialised 
forceps cou1d 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 quantlties, don't particularly rm any speclallst niche, and are possibly costing 
more for the sponsor to support ln the market than the profits obtiincd. These 
products would them be withdrawn from the ARTG and also not pay annual 
charges. Of course this action would be a commercial declsion of the sponsor. 

New c.hus 1 devices (other than dass 1 measuring and class 1 stertle), entered 
on the Regtster after the commencement of the proposed scheme would 

.,,G· A Health Safety I ~ M Regulation 



beneftt more than at preHnt, as our data shows that most devices under this 
category are not currently seeking exemptions under the current Lvr scheme as the 
annual charge of $80 for a class 1 device is less than the $155 L\IT application rees. 
Cilven that there would not be any requirement to make an application ( 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 vr scheme on the basis of $0 turnover in the last two years 
before the commencement of the new scheme (ie. 2013-14 and 2014-;15). lh 
sponsor ls going to be Impacted significantly because ofthfs. ~Y have the option 
to cancel the old ently and Include a brand new entry ~costwhlcb 
woald be ellglhle for exemption under the new sdleme 1111dl that entry 
commences tumonr. The new device entry would have a new ARTG number but 
as there ls no laberung requirement fur such devlc:es so this should Qot have any 
impact on thern. 

COmpanyName Qlrrent Proposed 
Impact 

Cllarps <Jaaraes 
1. $8,«S $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) 

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

Total $119,950 $1$6,270 ($36,320) 

No~ ror comparison purposes, we assumed the charg.c:S 'louJd have paid In 2014-15 had 
they made the LYr application in time and compared that with the charges that would become 
payable under the proposed model 

The fact that one of the aboveADIA members, b failed to make the LVf application in 
201-l-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 bear of 
varying figures, but TGA has often been told that the cost of contracting an independent 
accountant and the costs of creation and verification ofLVT 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 curren~ly compelled to submit 
declarations audited by an independent accountant. and have such declarations submitted 
by a particular date. 

Paga2of3 



These two requirements are extremely unpopular with many, if not most sponsors and 
result Crom inflexibilities In our Act Unless ifwe change the Therapeutic Goods Act at this 
stage, we cannot merely "tweak" the current LVf scheme to remove these requirements. 
Furthermore, with the government's legislatiye programme and the natµre of the changes 
that would be required In mo.difying the Act In this way, changes to the Lvr scheme could 
no_t be implemented until July 2016 at the eal'liest, an~ possibly later. This delay would be 
unacceptable to many In industry. The proposed introduction of a "no value turnover" 
s~heme means that we can make the changes through regulation and we plan to have them 
in force by July 1 this year. 

lfyou would like to meet to discuss this analysis and other issues relating to LVf we would 
be happy to do so. 

Yours sincerely 

JohnSkmitt 
National Manager 
16 February 2015 

Page 3 of3 



MrTroyWiWams 
Chletlucutlve Officer 
Australian Dental Industry A.ssoc:btion 
GP0Box960 
Sydney HSW2001 

Our Re(eren~ RtS/259683 

Dear Mr Williams, 

• 

ReYlewofthe lowval11et11mover(LYT) aruwaJ dwaeaanpdon ldlelne 

'l_'hank·you for your ongoing feedback and partidpatfon in the review of the Lvr scheme. 
Your Input has been extremely valuable !n the design ofa replacement scheme that will 
Improve equity between sponsors. sbnpllfy partfcfpattoo requirements, and red~ red 
tape for bustness and the TGA. as well as result in a reduction In the rates of annual · 
charges for some c.mgories of products. 

A Regulatloo Impact Statement (RIS) has now been prepared and endorsed by the 
Assistant Minister for Health. The RIS documents the pruposal we have consulted with you 
on. to introduce a new annual charge exemption (ACE) scheme to replace the Lvr sclteme. 
The RJS ls available on the TGA website. 

Again. thank-you for your ongoing Involvement and I can be c:ontacted on phone 
02 6Z216910 with any questions on the progress of the new scheme or the RJS. 

Yours sincerely 

& 
Auistant Secretary, Regulatory Business Services Branch 

S May2015 ---.. -
!1!!4 V 2;~·. 

I/ ·---... .,_ 
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- - · · ---.• ! 
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Rachel Wells 

From: Vinod Mahajan 
Sent: 
To: 

Thursday, 14 May 2015 3:27 PM 
Rachel Wells 

Subject: 
Attachments: 

HELP FW: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED] 

Talking points.DOCX; Talking points.trS; Response - Ministerial 

MClS-007924.DOCX; Response - Ministerial MClS-007924.trS 

Hi Rachel, 

I am sure you will do it for me. 

Thanks in advance 

Vinod Mahajan B.Com, CPA, FCA (ICAI) 
Director 
Regulatory Decision Review 

Phone: 02 6221 6931 Fax: 02 6232 8222 
Mobile: 0423 027 090 
Email: vinod.mahaian@tga.gov.au 

Therapeutic Goods Ad ministration 
Department of Health 
PO Box 100 
Woden ACT 2606 Austral ia 
www.tga.gov.au 

From: Nicole Mclay 
Sent: Thursday, 14 May 2015 3:24 PM 
To: Vinod Mahajan; Lee Wah 
Subject: RE: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED] 

Hi 
Lee has gone home. Worth checking with Rachel whether she will EA Corro it for you?? 

Nicole McLay FCPA 
Assistant Secretary, Regulatory Business Services 
Therapeutic Goods Administration 
Department of Health 
Phone 02 6221 6910 

From: Vi nod Mahajan 
Sent: Thursday, 14 May 2015 2:36:19 PM 
To: Lee Wah 
Cc: Nicole Mclay 
Subject: RE: Response to ADIA-ACE scheme [SEC=UNCLASSIFIED] 

Hi Lee, 

1 



I have amended as per John's email below and discussion with Nicole. 

Can you please send this to John through EA corro for his signatures. 

Regards 

Vinod 

Vinod Mahajan B.Com, CPA, FCA (ICAI) 
Director 
Regulatory Decision Review 

Phone: 02 6221 6931 Fax: 02 6232 8222 
Mobile: 0423 027 090 
Email: vinod.mahajan@tga.gov.au 

Therapeutic Goods Administration 
Department of Health 
PO Box 100 
Woden ACT 2606 Australia 
www.tqa.qov.au 

From: John Skerritt 
Sent: Thursday, 14 May 2015 11:36 AM 
To: Nicole Mclay 
Cc: Judy Develin; Lee Wah; Vinod Mahajan 
Subject: RE: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED] 

This looks good. Apart from talking about equity can we say 

1. That the additional 5 % reduction in medical device changes was not taken into account in calculating the 
impact on the 5 sponsors (please check my letter first though !) as this was only confirmed recently and 

2. Emphasise that the analysis of additional costs to the 5 sponsors did not include the cut in 1. And draw an 
even more direct line of sight to the ability of sponsors to claim a public health exemption or remove poorly 
selling products from the register. Have we also mentioned the exemption granted for products getting LVT 
over the last two years ? 

3. Finish up by saying our modelling shows that the costs will be lower for tl1e majority of small businesses. (a 
vague mention of equity could be seen as cost shifting) 

John 

Adjunct Prof John Skerritt FTSE FIPAA (Vic) 
National Manager, Therapeutic Goods Administration 

Deputy Secretary, Department of Health 
PO Box 100 Woden ACT 2606 Australia 
Phone: (02) 6232 8200 Fax: (02) 6203 1265 
Email: John.Skerritt@tqa.qov.au 

From: Nicole Mclay 
Sent: Thursday, 14 May 2015 11:05 AM 
To: John Skerritt 
Cc: Judy Develin; Lee Wah; Vinod Mahajan 
Subject: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED] 

Hi John 

The following letter and talking points will be sent to you through EA Corro. This advance copy is in case you want it 
for your meeting with Assistant Minister Nash today. 

2 



Thanks 
Nicole 

Nicole Mclay FCPA 
Assistant Secretary 
Regulatory Business Services 

Phone: 02 6221 6910 Fax: 02 6232 8222 
Mobile: 0478 309 802 
Email : nicole.mclay@tga.qov.au 

Therapeutic Goods Administration 
Department of Health 
PO Box 100 
Woden ACT 2606 Australia 
www.tqa.qov.au 
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Therapeutic Goods Mmlnlstr.adon 

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

Department of Health, 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 {performance), 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 
or 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 detennine any 
necessary regulatory action. 

• To report a problem with a medicine or medical device, please see the information on the 
TGA website <http;l/www.tga.2ov.au>. 

Copyright 
C Commonwealth of Australi3 Z01S 
This worlc Is copyright You may reproduce the whole or part of this wori< In unallered form for your own penonal use or, if 
you are part of an organls.1tion. for lntemnl use wt thin your organi$-4Uo11, but only If you or your org~nlsation do not use the 
reproduction for any commercial purpole 1nd rct~h, this a,pyriaht notice alld all disclaimer notices as part or that 
rcJ>rodu~tion. Apart from rf&hts to use as pennlttcd by the Copyrfght Ace t ~/SB or allo-d by Ibis copyright nouce. all other 
rights are reserved and you are not i111owed Ill reprotluce the whole or any p~rtofthis work in any way (c-lectronic or 
otherwise} without first bema Klvcn ~pccific written permission from the Commonwealth to do so. neques1s and inquiries 
concerning reprudu,lion "'d rights are to be sent to uie TC/\ C:opyrlght Ofncer, Therapeutic Good.~ Adminlstrat10n, PO !lo~ 
100, Wodcn ACT2606 nremail•d to-<11g.co0ynab•@11a CAY.JU~, 
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Introduction 
The Therapeutic Goods ~dministration (TGA) is part of the Australian Government Department 
of Health, and is responsible for regulating therapeutic goods including medicines, medical 
devices, blo!ogicals, blood and blood products. 

This Regulation lmpact Statement (RIS) bas been prepared by the TGA. Toe purpose of this RlS 
is to asslstAustralian Government decision making on how to address the problems that have 
been identified ln-relatlo~ t9 the Low Value Turnover ~empUon Scheme (the LVT scheme) t and 
detennlile the best option ~a address the problems. It also summarises the consultation process 
that has been und.ertak~n with stakeholders to explore options that may address the problems 
that have been Identified with the ~rrent policy. 

The TGA released the 'Bevlew of the Low Value Turnqyer Exemption Scheme' consult:a~on paper 
In April 2014. 

The RIS concludes with a recommended propos;al, 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 AustraJjan Re&lster of 
Therage\rtic Gooc(& (the Register} before lt 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 (pose market). The TGA also assesses the suft:abll!ty of med(clnes 
and medical devices for export from Australia. In addition, the TGA regulates manufacturers of 
therapeutic goods (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 Goods Act 1989 (the Act), the Therapeutic Gooos 
(Charges) Act 1989 (the Charges Act} and subordinate regulations. 

The cost recovery 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 (IVD) devices· 

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

• Biologicals. 

Fees .ire charged for applications for entry on the Register and for assessment of the data In 
support of the application. The revenue from these fees primarily funds the costs of pre-market 

• The low value turnover exemption scheme (the 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 for that Register entry. 
RIS - Low value turnover CMernptlon scheme 
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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 Regist.er 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 delivety 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 of risk 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, induding recalls for product 
correction 

• Testing of therapeutic goods by the TGA laboratories 

• Post-market compliance reviews for listed complementary medicines and class 1 (low 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-tS Annual charges 

·1 ~·pp ol tlt1.:r.1pcutit: i:uod 

Prescription Medicines - Biological 

Prescription Medicines - Non-Biological 

Registered Non Prescription (OTC) Medicines 

Listed (Complementary) Medicines 

Medical Device Class I 

Medical Device Class l Measuring and Sterile 

RIS - Low voluc turn11vcr exemption scheme 
Vt.1 March 20l5 
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6,585 

3,955 

1,350 

965 

80 

615 
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Tvp~ nt tlwr.1111!11t 1l ~110!1 ,\1111t1,tl dl,lfl-:t' ':, 

Medical Device Class Ila and lib 940 
. 

Medical Device Class 111 and AIMD 1..210 

Biologicals Class 1 615 

Blologicals Class 2, 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./i.aoDd ea~ on the Regl5teratany time durll'lll a flnandalyear lncursa full year's annul charge, unless an 
exemption ls graoled on die bas!$ ortow value tumottr. 
2. There Is curreotly na annual charge (ore,tpeit only joods, 
3. Tbe annual charserot ln vitro diagnostic (lVD} medical devices that were not included In the Regist« prior to the 
commenceau:ntof the new 1"81llatoryfnanewoi'k on·1 July 2010 and therefore has bean set at zero for the penod to 
lio June 2015, which covers transition to new regulatoryarrangerncncs. 

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 lnlt!ally Intended to assist herb growers and small companies making medical 
appllances2 whose turnover on a number of product Jines might only be a few hundred or a few 
thousand dollars.' 

The scheme was established by provisions in the Regulations+ which. allo'." sponsors to apply for 
an exemption from the annual charge for a Register entry if the tu mover of that entry f n a 
financial year is oflow value. At the time ofimplementation, the regulations avoided linking 
annual charge exempUons to-a company's gross turnover. Consequently, char_ges were linked to 
individual RegJster~trieswithoutany llml~tfon as to the Q.i.µnber of entries or the company'~ 
size. 

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

z Now referred as medical devices in the therapeudc goods legislation. 
1 Parliament of Australia - Senate Hansards 
<http:/ /parlinfo.aph.gov.au/parllnfo/search/display/display.w3p;db=CHM!BER;id=chamber%2Fhansar 
ds%2P1990· 12·ZO%Z FOZ 18;query=ld%3A%22chamber>,i,Zl'hansards0..621't 990· 12·20%2F0000%Z2> 
• The regu!atlo~ ror the current LVT scheme (not the oriRinol provisions) are s~t out In annexure A 
RJS - Low value tu mover ei1cmptio11 scheme 
Vl. t M3rch 201S 
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The current domestic market ror complementary medicines is estimated to be worth nearly 
.$2 billions. 

The current I.VT 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 for that 
Register entry. 

In or~er to ensure rllll cost recovery of post market regulation, annual charges are set by 
allowing ror the value of exemptions predicted to be granted (expected to be over 50% of total 
annual charges rn 2014· lS). As a result, so~e businesses are paying more for their charges to 
compensate for those businesses who will receive L VT exemptions. This ls regarded as a form of 
cross subsldlsatfon. Additionally, L VT 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 Is set out In the Regulations.A sponsor must 
submit a completed application within a prescribed timef~me, together with a prescribed 
application fee. The fee Is currently $155 per Register entry, capped to a maximum application 
fee of$15,500 per financlal year per sponsor. Therefore, a sponsor who applies for more than 
100 Lvr 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 Ri!g!ster. at any time of the flnandal 
year on or after 1 July): an LVT application detailing an e.stfmate 9f turnover of the entzy 
in the current financial year. 

Thls estlmate Is verified at the beginning of the following year, through provlslon of a 
statement of acwal turnover, signed by a third party accountant (an approved person). 
lfthls Information is not provided within the prescribed tlmeframe (by 1 September), 
or the turnover fur 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 ror the prior year. 

• For exlsttng ~r entries (entries on the Register at 1 July): an L VT application 
containing a s:~tement 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 d~dllne has been missed, the unplanned financial Impact has 
affected some sponsors. 

s Complementazy Health Council AnnuaJ Report2012 
<http:/ /www.chc.org.au/Resources/Documents/ Annual%20Report/CHC%20Annual%20Report%20Flna 
J%20Publlshed.pdf> 
RIS - tow value tu mover cxemptlon ~cliemc 
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Current operation of the exemption 
In 2013·14, 3,679 sponsors were invoiced for ;mnual charges relating to 77,591 Register en~es 
• totalling$100.478 million. 

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

The exemptions resulted In net annual charge revenue of $50.547 million - only 50.3% of the 
invoiced annual charges in that year. 

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

Table 2 below provides a summary of the actual 2013-14 gross annual charges, Lvr 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 e:remptions 

,\111111. ,I I \ ' I Nt! .\111111;11 I\ I !':l'l ,\111111 .11 

, h . 11 ~~r·, I ~L'lll(•lltlll, , \1111t1 ,ll ( h . 11 }!t•, I \1 ·1111111t>1" ( h . tl!,!1' 

( 1,.11g1•o.; Ht' 'l ' lUll' U1•,c.•11ttc ' 

·:.r , .... ';! •• _. · :..: ·~ ....... , .... . ; . - ,, ; •,_. · NumWofo~ii-s . ., ·, • .. - ..., __ '" ... . ·. _..,. .· . . '. .·~$ ' .. .. 
~ ofiherapell1fc 

I ' ' . 
' 

.. , 
Good : . • • r • 

I I 

......... ., 

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

Prescription 13,652 9,027 4,625 52,696,720 3-4-,844,ZZO 17,852,500 
Medicine - Non-

. Bioli»lcill 

Non Prescription 3,769 1,399 2,370 4,816,620 1,793,100 3,023,520 
(OTC) Medicines 

Listed 13,119 4,500 8,619 12,407,.\80 4,247,860 8,159,620 
(Complementary) 
Medicines 

Medical Device Class I 22,126 702 21,424 1,770,080 56,160 1,713,920 
(other than Class 1 
Measuring and Class 
1 Stertle16 

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

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

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

6 The annual charge fora Medical Device Class 1 (other than Classl Measuring and Class l Sterilc) Is much 
less than the L VT opplicatioo rce, 
IUS • {,ow value h1mover exemption scheme 
Vt.1 March 2015 
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What is the problem? 
While a number of amendments have been made to the LVT ellglbillty threshold and application 
requirements sJnce 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 whose turnovei-·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 aboutthe size of the sponsor 
responsible for the Register entry for which the exemption is clal med, the beneflt extends to 
companies of all sizes, and not only to thl>Se small companies whose turnover on a number of 
product lines Is low. 

Contrary ta the intended objectives of the scheme, the main beneficiaries of the contemporary 
L VT scheme are not small business. In any event. most schemes Introduced by government to 
assist s~ll 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 is applied) in 
2013-14, As demonstra~ by the figu~ below, these sponsors now account for more than SO% 
of all LVT exemption benefits. Purthermore, i1 of the 20 sponsors pay less than 50% of the gross 
annual charges they each Incur. 

In c,on!J'asl:, a large number of small business sponsors, who generally only hold a few entries on 
the Reglstet, did not receive L VT exemptiQns. The contrast may result. among other reasons, 
from small businesses not having dedicated regulatory compliance officers/advisers. In one case 
reported to us, a small business did not apply becau~e they didn't have an accountant In other 
cases it ls because their financlal 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 l (lowest risk) medical devices (other than those in the sterile or 
measurtng funcUon categories) the annual charge is much less than the LVT application fee. 
Therefore, there Is no incentive to apply for an L VT exemption. 

The sole criterion to access the current L VT scheme 1s that the value of the tumover 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. 

(US Low value lurnt)vcr cxcnipnon scheme 
V\,l Milrch 20\S 
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Table 3: Top 20 Sponsors by gross annual charges revenue In 2013-14 

(;rn,s ,\11m1,il Chargt•s L\'T Exemptions \cl Allllll,tl f h.lrJ.!l'S 

- . . t .. 
QTY $ QT\' $ qrv $ 

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 21.830 49,931,000 55,161 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% 109% 100% 100% 

Compliance with cost recovery principles 
In 2002, the govemm(?nt Introduced a Cost Recovery Pol!cy (the Policy) and issued the 
Australian Government CO$t Recov,ry Guidelines July 2014 (the CP$t Recovery Guldelines)1. As a 
cost recovered operation, the TGA is required to establish and maintain a system of fees and 
-charges tluit comp!y with the Cost Recovery Guidelines. 

The Cost Recovery Gwdelioes aim to ensure that fevs and charges applied for government 
services: 

• Ate 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 or these functions - these costs are paid disproportionately by sponsors of Register 
entries for which the exemption is not claimed. Therefo.-e, the current take up of the LVT scheme 
leads to Inconsistency with the Cost Recovery Guidelines. 

7 Australlnn Government Cost Recovery Guidelines, Resource Management Guide No. 304 
<http://www.finance.gov .;J.U/ sites/default/files/ a ustralian-government-cost·recovery­
guideli ncs.pdf:> 

RIS • I.ow value lllrnovor c~empl.Jon scheme 
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Table 4 below derails the portion of LVT benefit as a percentage of gross annual charge revenue. 

In addition, the benefit provided by the scheme seems to differ between groups of therapeutic 
goods· the table below shows that the proportion ofLVT oenefitas a percentage of gross annual 
charge revenue vanes significantly frpm one group of therapeutic products to another. For 
example, Lvr benefits claimed are only 24% of expecte"d total gross annual charges revenue in 
relation i:o medical device Register entries; while for chemical prescription medicines the value 
is muchhlgllerat66%. 

Table 4: 2013-H Annual Charge Revenue and LVT EJiemptlon by Type of Therapeutic Good 

TfJlP o! ·1 hl'r,11u•11lir l,nod ,\11n11.rl I.VT !'cl'~ ,\ft,·1· I\T ,1,.1 
Ch,lrl!l' fknl'lit I.VI '!,1a ol 
R1·v<·1111e lfrreiv1•d fkm·lit (;1 o~,; 

'!- ~ $ ltt•\ ' l'(Jtll' 

", 

Prescrlptlon Medicines - Biological 6,674,340 3,710,110 2,964,230 56% 

Prescription Mediclnes - 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 f 1,770,080 56,160 1,713,920 3% 

Medkal Device - Other than Class l 21,540,520 . 5,191,320 16,349,ZOO 24% 

Other Therapeutic Goods (O!G) 571,880 88,230 483,650 15% 

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

Administrative complexity and sponsor understanding of the processes 

On the recommendation of the Australian National Audit Office (ANAO), the scheme was 
amended ln 2009 to require sponsors to obtain third party certlfic.itlon of the reported turnover 
of Register entries for which an LVT exemption was sought. 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 thl!! scheme Jn 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 m~et their obligations In relation 
to the 2009-10 and ZO 10-11 L VT exemptions for new entries. 

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

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

1115 - Low >1alu~rurnovcr~xcmplio11 s<hcme 
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select sponsors, were complemented by on-site vaUdatl<ln m~tings where further cross 
verification of L VT related recq~ was CO!lducted. During these meetings, the·TGA [dentlfled 
repeat.examples where sponsQrs ~ad_ experienced dlfficulties In recording and accurately 
reporting the actual turnover o(Jnclivfdual R~gister entries. Sponsors do not riecessarlly capture 
turnover by Register entry, other th.an to m~et the requfrement::s of the Lvr scheme, and small 
busln~s was \ifsproportionately .affec:!:ed by these difficulties, given the smaUer resource base 
and reporting system support. 

The process for new entries ·is more compl~x than_ ror existing entries as it requires sponsors to 
initially submit their applications on the basis of estimated turnover for the current ftna.nclal 
year; and then subsequently submit~btatein.ent ofa~I turnover, signed by.a third paf1y 
accountant:,. In the following financial yea~. The process to verily the actual turnover of new 
entries occurs ai; the same tfnie that.the sponsor must make their application for exemption for 
existing entries. These two ~c;parate processes fonew and existing entries, both with ~Im liar 
information n!qulremen.ts (i,~. both requli:e the spon~or to provide a statement of actual 
turnover for the pr~vfous flnandal) ear), have been contused as being part of a single process. 

As a result the TGA received ·informal feedback that some sponsors do not seek an L VT 
exemption because they consider the burden of preparing and submitting an LVT exemption 
application to be more administratively difflcult 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 entrle$. lfthe deadline for submission of the LVT application is 
missed, the full annual charge becomes payable (there Is no provision for an extension of time to 
make the application). 

The LVT scheme also attracts a range of other complaints from across the therapeutics goods 
Industry. Key area$ of concern include the Inflexible timing for annual LVT applications, the level 
and detennirJatfon of key financial parameters and the magnitude of difference in outcome 
between products that are margi(!ally eligible, compared to those that are marglnally Ineligible. 

Why is government action needed? 
Government action is needed' because, as Indicated above, there is no exµnt statement or policy 
to guide the LVT scheme. The lack of a policy statement makes it difficult to objectively assess 
the scheme's e~ctiveness or Its contemporary relevance. The L VT scheme was Introduced in 
1990 and, a~ such, predates both the National Medicines Policy established In 1999 ;md 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 verilying product ellglbliity 
for the scheme. In response, the TGA introduced additlonal requirements related to independent 
certification of product tu mover values. While this bas Improved governance of the scheme, the 
certification process triggers complaints from industry every year- especially from small 
business sponsors who claim it ls an unnecessary administrative burden. 

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

• Is there a contemporary need for an LVT scheme? 

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

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

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

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

6. That it should reduce regulatory burden on industry. 

Regulatory options 

Option 1: atatus quo - retain the LVT scheme 
This optfon would involve no change to current arrangements. The scheme would continue In its 
current fonn. 

The costs to the businesses which cross subsidise the LVT 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 vr scheme to only ~ose Register entries which are yet to commence turnover. 

Option 3: ~ease 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 L VT 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 undeltYay at the TGA in addition to the 
reforms were achieved in a coordinated way. 

n National Medicines Polley 
<http:J/www.health.gov.a u/lnternct/maln/pub lish rnq.~f I Canton t/Nallonal.,Medici nes~ Polf cy· l > 

RIS - low \-aluc tumovercxemption scheme Page 15 o(52 
Vl.l March 2015 



• 

• 

Ther.ipe11t1c Goods Adminlstr3tlon 

The plan im;luded 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 2013 and the initial findings from the review 
were subsequently used to inform and develop a Review of the low value tu mover exemption 
scheme consultation paper which was Issued for pub\ic consultation on the TGA website on 
10 April 2014 (closing on 23 May 2014). The purpose of the consultatlon paper was to seek 
stakeholders views on the following essential questions, before a decis(on about the 
operation or the cessation of the LVT scheme was made: 

a. Is there a contemporary need for an L vr scheme? 

b. ls 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 L vr RlS 

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

• The draft L VT RIS responding to the all seven RIS questions was developed out of the initial 
review and subsequent consultition 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 draft RIS and their suggestions were incorporated into 
the final RIS to ensure that all seven RIS questions were answered in full 

,. Second Pass Final Assessment was sought from the OBPR In March 2015. 

Consultation options not assessed in RIS 
The "Review of the l~'!V value turnover ex!!mptlon scheme• consultation paper was released 
pubUcly on 10 April 2014. The paper put forward five options to reform the LVT 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 L vr scheme with one that onh, orants exemptlohs for 
Register entries which are notsupplled to the Austra/fan market" in combication of some 
features Included in option 2; and consult'atlon Option 5 "C~ase the LVT scheme completely" 
were each considered to be feasible options for achieving the Government's objectives of 
reducing red tape aod regulatory burden. 

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

• RIS Option 2 ls a composite of cons~ltatlon Option 2 and consultation Option 3. Consultation 
Option 2 ~ Retafn the C. VT scheme with some amendments" on lts own was not considered a 
feasible option for achieving the Government's objectives because, 

implementation of Option 2 would not address cost recovery compliance issues arising 
from the current L VT 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 pa~tfcipate in the scheme; 
and 

the administrative burden would not sufficiently decrease for industry thus missing the 
point on red t.ape reduction objectives ofGovemmenL 

Note. Deregulatory elements of consuJtation 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 Option·2 "Replactthe l.Y'l'scheme with one 
that on.(y grants ~emptions for Resister entries which are yet to commence tu mover". 
Consultation Option 4 "Replace the LVTscheme wi~ one that only gr.ants exemptions for Resister 
entries where the sponsor ls a small business• Wa$ likewise not considered to be a feasible option 
for achieving the Government's objectives. The impacts of consultation Option 4 were not 
further assessed In this RIS because: 

Limiting the L VT scheme to small businesses (oniy) may force companies that do not 
meet the criterion [of small business] to remove products from the Register which are 
either not CU1Tently supplied to the Australian m~t or would not be viable to supply 
if an annual ch2rge Is levied. This could create a public health risk by compromising 
patients' ready access to essential or unique therapeutic goods 

Allowing the L VT exemption to small business, without any regard to turnover ofthelr 
products, would make the scheme Inconsistent with the Policy and Co.st Recaveiy 
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 
LVf benefit . 

One industry association suggested that if government wishes to support small to 
medium enterprises in the therapeutic goods sector then this would more 
appropriately be done though an lndustiy assistance scheme via the Department of 
Industry and Science. 

What is the likely benefit of each option? 

Option 1: status quo • retain the LVTacheme 
Concerns around the current LVT scheme, outlined In this paper, include Ineffectiveness In 
meeting Its origlnal objectives, inequity, administrative burden and Inconsistency with the Cost 
Recovery Guidellnes. Whilst It is noted that there Is a widespread us_e 9f the scheme, given the 
problems described with the current t.vr scheme in achieving the original policy objective, 
continuation afthe scheme In Its current form Is not considered to be viable. 

Importantly, the st-atus quo will not address any of the issues for small businesses who wlll likely 
continue to be under-represented beneficlartes of the Lvr scheme. 

Option 2: replace the LVT scheme with one that only grants exemptions 
for Register entries which are $0 turnover entries 
Under this option, a sponsor of a Register entry that has not commenced generating turnover 
would be exempt from the requirement to pay an annual charge In respect of that entry, up until 
the first year that tl.Jrnover occurs. The annual charge would then apply to the entry until it was 
removed from the Register. Unlike the current LVT scheme,_ it would apply to biologicals as well 
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as all other th~rapeutfc goods on the Register.The rationale for this optloo Is that. 3$ these 
products covered by the entry' h1we not yet genefated turnover, they requ{re minimal post· 
market surveillance and monitoring by the TGA. For example, If a product ha~ not. commenced 
sales in AustraUa, the TGA Is not ~ulr.ed to undertake pharmacovigllance activities related to 
domestic recalls; product testing or adverse drug reactions for the vast majority of these 
products [however must retain the cap;ic;ity fo tio so]. 

Whfle we recogn~e that pharmacovigUance requirements apply after a product is first supplied 
(which.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. Accordipgly, po significant Issue would arise from a cost recovery perspective as there 
are minimal ad~nlstratlv·e costs In relation to maintaining the entry on the Register until the 
entry ls generating tu mover. 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 explldtly support a sfngle model 
among those proposed for discussion, most submlssio11$ supported amendments to the LVT 
Scheme and/or a scheme wqerein ~xemptions from TGA annual charges be granted to those 
therap~utlc goods which had not been supplied to the Australian market. The argument In 
favour of this option was that the T~ doesn't Incur post rnarlcet costs (through medlcines and 
devices vlgllance ·programs) unless and until products are suppUed to the market and therefore 
an annual charge should not be levied o.n such products before that time. 

Several submissions proposed that a s~lf·declaraµon of sales turnover of a product seeking 
exemption, (rather than a statement oftumovercertified by a third party accountant) should be 
sufficient for confirming a products' eUgfbillty for an C!Xemptlon. The submissions acknowledged 
that a move to self-declaration would need to be complemented by 4'n audit program by the TGA 
to deter and identlfy any undesired behaviour. 

This option would better align the operation of the scheme with the Cost Recovery Guidelines, 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. 

Thls option would provide ~4ministrative Improvements to the scheme such as enabling 
sponsors to seff.declare that a product had $0 tumovertn a financial year and thus qualify for a 
'low value turnover' (LVT) exemption, rather than requiring a declaration rrom an Independent 
accountant. Random and/or targeted audits by the TGA would be carried out to detect incorrect 
declarations. A challenge of'the current L VT scheme ls that as part.of the appl!catfon ani:1 
validation process, ~ponsors are required to provide the TGA with the ac~ turnover of each 
entry In respect of which an LVT exemptlon Is claimed, though most businesses wouldn't 
nonnally capture and report this Information (i.e. by referenoe to a particular product). Under 
this option, sponsors wi11 be In a better position to make this declaration. · · 

It Is estimated that approximately 7 4% of Ute Register entries which are expected to be 
exempted under lhe tvr scheme in 2014·1S would continue to be exempted under this 
model up until first turnover. 

Given 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 be 

' Entries for certain classes of medical devices c;m 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 entries subject to LVT exemptior:i was that most are readily available with the 
sam~ 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 
produc;ts cquld continue Via <)ther regµlatory schemes such as the Spec~I Access .and Authorised 
Prescriber Schem~. Additionally, the TGA wlU seek powers to waive the annual cll~rge on the 
basis of the interests ofpub1Jc health, to avoid essential medicines and mecUcal devices being 
removed Crom the Register if the sponsor is not likely to continue their supply if an annual 
charge were to apply. 

As thi: proposed approac:4.relies, more than the current LVT scheme, on sponsors to provide us 
with accurate and timely infomiatiori (particularly about when goods first generate turnover), 
an audit program would be developed to check and/or detect any deliberately or Inadvertently 
lnoorre.ct declaration~ for dabning annual charge exemptions. This would Include sibJations 
where TGA be:eomes aware that a product Is being supplied, however no notfflcation.oftumover 
has been provided by the sponsor and no annual charge has been paid. 

Sponsors will be routinely reminded through the TGA we~slte and the sponsor onllne service 
portal to ensure their annual d~claratlon ofLvr Is made on tlme ff the exemption Js to be 
maintained. Moreover, It would bean offence under the Commonwealth Crfmfnal Code to make 
a false declaration. Sponsors will also bi, encouraged to provide accµrate and timely disclosu~ 
or their product turnover through penalties which will apply for false declarations. Penalty 
provisions In the Regulationnlready allow for sponsor.s to be penalised 10 penalty units [where 
~cb penaltypoint equals $1.70] for each false declaration: and, as the maximum 10 point 
pe,~alty may not be sufficient to deb!r a false declaration on a higher cost annual charge (for 
example, a biological presaiption mecUcine annual charge which Is $6,585), we are proposing 
that the exemptlon(s) for any affected entries would be cancelled back to the date of entry and 
the .. appllcable annual chatg~s would become payable from the date of entry on the Register 
or ihe date oT cominencemeot of the scheme, whichever is later even If there Is evidence 
of$0 turnover (again) in subsequent years. 

Existing Therapeutic Goods Act provisions In section 31 (in relation to listed and registered 
goods), section 32JA (In relation to blologlcals) and section 421A (In relation to medical devices} 
enable the making of regulatlons to authorise the Secrerary to require sponsors,at any time, to 
provide information about the tu mover of goods for the purpose o( administering the exemption 
scheme. It f& proposed that such regulations will be enacted as part of the new scheme. The 
regulations will also utilise existing offence provisions under those sectlom If the sponsor f'al1s 
to respond to such a request or provides Information that Is l'alse or misleading in a material 
particular. Such tnronnatlon would be sought by the Secretary to ascertain whether any 
tu mover had been generated. Failing to respond to such a request would also be grounds for 
suspending or cancelling 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 tlrst 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 infonnatlon (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 oFthe proposed scheme. 

• The annual charge for some Register entries would be reduced 

• Resetting annual charges to differentlat.e between 'innovator' and 'generic' chemical 
prescription ~diclnes will better reflect the difference In risk between the two types of 
products and recognise that there are roultlple.sponsors for generic products. In addition, It 
helps to mitigate the etrects of the proposed c,ianges on the sponsors of a range oflow value 
turnover products which will no longer qualify for .an ~x~mptlon under a $0 turnover 
scheme 

Full particulars of the proposal to reset chemical prescription medicines charges are 
detailed under 'Other Amendments· Annual charges for prcscrlptlon medldnes 
{chem teal medtctnu)' (RIS pages 28 to 30). 

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

• This option would provide relief from TGA annual charges to sponsors (businesses) of all 
sizes until a good ls generating turnover. ~ting entries could Jikewlse 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 Sl.2 million is expected under this option. 
Businesses that would stlll 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 exemptions 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 r.ep.ort low turnover of their products will not receive an eK.emptlon. 
However, current evidence Indicates that small businesses are not the primary beneficiaries 
of the current scheme but they will benefit through reductions in annual charges, simplified 
administrative processes and reduction in overall burden. · 

Quantification of cost to business and the community 
Regulatozy burden and cost offset estJmate table 

Th.e regulatory burden measures the costs for business to comply with new regulations and the 
savings Involved In removing regulation. By decreasing flle amount of exemptions, businesses 
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 
cost"> such as fees and charges appllcab!e to sponsors. 
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1h·1 ·1.1gL' ,\11,w.11lfrgul,111111· 1'11,1, [ln1J11 B11~111e,, .i<; 11~11.il) 

Change In costs Business Community lndlvfduals Total change In 
($mUUon] Organisations cost 

Total by Sector -$3.0 $ $ -$3.0 

Cost offset Business Community Indtvfduals Total by Source 
CSmOllaw Organisations 

(Offset proposal] 

Are all new costs offset? 

o yes, costs are offset C"J no, costs are not offset@ deregulatory, no offsets required 

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

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 sponso~ incur annual product charges (on the next 1 July) (or existing entries on the 

Reglst.er 

• 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 existing or new entries on the Register 

• The TGA will-lnitially identify all current entries which are likely to be eligible for LVT 
exemption (based on two previous year statements of actual tu mover supplied in support 
ofLVT applications (or 2013-14 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-LVT 

• 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 will renew their L VT rating with the TGA. This will take 4 hours at a wage rate 
of$72.80 per hour 

• 20 sponsors will be select~ for an audit each year. This will involve (Including pre-audit 
preparation an<! on-site partic:ipatfon) three sponsor representatives /staff members (e.g. 
generally a Senior Regulatory Affairs Officer, Chief Financial Officer and/or Business 
Manager; and a Senior Management Accountant) for approximately 12 hours at a labour 
rate of $72.80 per hour /per staff member 

RIS - I.ow value turnover exemption scheme 
Vl.1 March 2015 

Page 21 o[52 



Therapautic Goods Adminiitratlon 

• 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$53.20 

• 850 sponsors will organise to pay the product charge 4 times per year, Involving one staff 
member at a pay rate of$53.20 per hour. 

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

end of the financiill 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 reql!lred to prepare an existing entry 
LVT application, taking 8 hours of staff time at S72.80 per hour 

• 1,225 businesses with new entries will no longer need to asses~ whe.ther the estimated 
turnover of their new eritrle;; will be a low value turn·over (for subsequent making of an 
applfcatlon for a new entry for the LVT s~eme}. This would involve one staif'member 
working for one hour 12 times per annum at a 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 L VT scheme for the first time fqr one hour at a wage rate of 
$72.80 per hour 

• 335 companies with new entries will no longer need to submit an I.VT application and fee 
for a new entry wh.ich 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.c; expected that most sponsors would benefit from decreases in annual 
charge rates. 

ln the short term, sponsors,sould be adversely affected by the cessation of the scheme, as they 
would be required to pay annual charges for iill 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 during consultation for tb.e complete 
cessation of the ~i:;heme. It was commented that dlsconth:iuation of the scheme may force 
companies to remove some of their products from the Register which would not be 
commercially v.lable to 'supply If an annual charge ls levied. 

Therefore an importan~ consideration of this option would be the expected cancellation by 
sponsors of some entries. If a unique product was removed from the Register by a sponsor as a 
result of this change, and no alternative product was available ln the Australian market, patient 
access to such products could continue via the Special Access or Authorised Prescriber Schemes, 
however this would be a shift In regulatory burden rather·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 forecist 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 
charg~. 

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

It is recognised that the following Impacts 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 relieffrom 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 eKempt from annual charges 

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

The complete cessation of the scheme would adversely impact small business as there would be 
no reUef from annual charxes until their products are supplied to the market Additionally, ~n 
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 

·h·1•1,1g1• 1\11011,II lk1,!t1l,1to1 y l°JJ\h ( II 11111 llusint·s~ .,-. 11-.11. il) 

Cban1e In costs Business Community Indlvlduals 
(Smllllon} Organisations 

Toti) by Sector -$3.4 $ $ 

Cost offset Business Community fndMduals 
($mllllon) Organlsatlons 

(Offset proposal] 

Are all new costs offset? 

Total change 
lo cost 

-$3.4 

Total by 
Source 

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

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

Assumptions 
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 Tom over EJtempdon Scheme' 
consultation paper thro1,1gh Its websl~e for consultation with sponsors and other Interested 
parties on the future operation ~fthescheme. In addition, theTGA wrote to peak therapeutic 
industiy associations asking them tq brti:ig th~ consultation paper to the attention of their 
members and encouraged ihem to provide submissions. The six 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 l)artles were: 

Optlon 1: 

Option 2: 

Option 3: 

Option 4: 

Option 5: 

Retain the LVT scheme in Its current form. 

Retain the LVT scheme, with some amendments to Improve its efficiency. 

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

Replace the LVT scheme with one that only grants exemptions for Register 
entries where the sponsor Is a small business. 

Cease the LVT scheme completely. 

In response, the TGA received 44 submissions: 3 S from sponsors: and 9 from peak Industry 
bodies. The submtsslons were published on the TGA website. 

Almost all submissions commented that the current L vr scheme was complex and 
admlnlstr.itively burdensome and that it was not desirable to continue the scheme ln its current 
fonn. Some sponsors, through their peak bodies, stated that due to the administrative costs of 
preparing and submltUng an LVT exemption application they do not take advantage of the LVT 
scheme. Most submissions supported change to the currentLVT scheme. 

Although several submissions did not explicitly support a single model among those proposed, 
most submissions supported amendments to the Lvr scheme and/or a scheme wherein 
exemptions from TGA ;mnual ~rg~s be granted to those therapeutic goods wbich are not 
supplied to the market The argument In favour of the latter option was that the TGA doesn't 
incur posf market costs (through mediclnes and devices vigilance programs) W~!lre 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 product,eeklng ~xemptlon, (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 ln Option 2. Additionally, Option 2 is compliant with the 
Cost Recovery Guidelines and will minimise administrative burden for Industry. 

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

One industry assodation suggested that if government wishes to support small to medium 
enterprises In the therapeutic goqds sector then this would more appropriately be done though 
an industry assistance scheme vta the Department or Industry. Government support schemes 
such as those offered through the Department of Industry to small business provide assistance 
or incentives for small and medium enterprises to enter the market The current L VT scheme 

RIS • I.ow v.ilue turnover exemption scheme 
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provides relief from annual charges for products with tow 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 L VT scheme is inconsistent with Government policy as It Is 
administratively difficult for both TGA and business to administer. 

Implementation of option 2 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 gqods, rather than a third party accountant certification of annual turnover as exists 
under the current LVT $Cheme. There would be no ~ulrement to make an application or pay an 
application fee for s~klng exemption. A decision to appr!JVe the exemption by a delegate of the 
Secretary would not be required. This would removeadml~tratfve complexities for both 
sponsors and the TGA, ~uclng regulatory burden for Industry. 

Given thate~mptions would apply on the basis of (at least annual) self-declarations by 
sponsors. an ~udlt program to detect Incorrect declarations would be undertaken. 

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

While lmplement:atlbn of option 3 would a:esult in maximum saving In administrative burden, it 
is likely that the number of products which would be cancelled from the Register would be 
sign!ftcantly higher than the number of products to be cancelled under option 2 and access to 
new therapeutic goods may be delayed. This could compromise the timely access of essential 
therapeutl~ goods to patients and pose a risk to public health. 

In view of the above, the Implementation of option 2 is the preferred option from the other two 
options discussed above. [mplementation 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 loconslstent with the aims of the National Medicines Po1fcy10 

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

5. It would sl~plify the administrative processes and improve its effectiveness 

6. It would reduce regulatory burden on industry 

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

10 National Medicines Policy 
<htlp://www.health.gov.au/lnternet/maln/publlshlng.nsf/Content/N;itional•Medlcines+Pollcy-l> 
RIS - !.ow value tumoverc,cemptlon scheme 
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Other amendments 

Annual charges 
This Section deals with the impactofth~ review of the low value turnover (LVT) exemption 
scheme on the rates of annual charges. The rates of annual 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 exem.,ted Crom ~nnu:al charges. 

[n order to ensure full cost recovery of post-market functions, the rates of annual charges are set 
t:aking Into consideration the value of th~ e.xemptions to be granted In a financial year (50% In 
2013-14 and increasing each year.as tak,: up of the scheme increases, thereby putting pressure 
on Increases to the rates of annual c,iarges). Por example. fn 2013-14,.3,679 sponsors Wl!re 
Invoiced for annual charges relating to ?7,$91 R~glster entries· t6talllng $100.5 million. Of 
these; 1,001 sponsors applied for, and received, LVT exemptions (relating to 21,830 Register 
entries), totalling $49,9 mill!on. The exemption.s resulted In net annual charge reven~c of$50.S 
million - only 503% of the Invoiced annual ch~rges in that year. 

For 2014-15, we have budgeted annual charges revenue ofSS4.2 million from 57,618 Register 
entries, afterariowing for I.VT exemptions of$55.8m from 24,439 entries, From 1 July i015, the 
current LVT scheme Is expected to be replaced with~ n~w scheme under which exemption wUI 
be given to those Register entries whlcli ha've $P tur.nov~r. It Is expected that around 74% of the 
current LVT exempted entri~s would be exempt under the new Jcheme as those entries bav:e $0 
tumover. As annu~ charges would be paid across a broader number ofRegister entries the rates 
of annual charge for some Register entries would be reduced for 2015· 16. It is likely that some 
sponsors would choose to cancel some eritrles 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 annual charges), 
withdrawal rates are likely to. vary from sponsor to sponsor based on individual commercial 
decisions. However for the purpose of revenue forecasting and setting the rates for 2015·16 we 
have assumed a withdrawal rate of 50% of currently exempted entries which will no longer 
qualify for an exemption under th~ proposed scheme. 

Annual charges far prescription medlcf nes (chemical medicines) 
Different levels of charges have been set for different classes of therapeutic goods to reflect the 
differing levels of risk. 

For ex.ample. annual charges Increase with the class of medical device from $80 for class I 
devices to $1,210 for class Ill and AlMD dev{~s. Similarly with medicines, there are different 
annual charges for llsted medicines, registered OTC medicines, biological prescription medicines 
and non-biological (chemical) prescription medicines. However, the current scheme does not 
differentiate charges for new chemical presaiption 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 medlcines11 ($3,955) and 
biological prescription mediclncsu ($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). 

u Prescription Medicines· Non-Biologies 
12 Prescription Medicines· Biologies 
ntS - Low v:ilue lumover exemption scheme 
Vl.l Marci, 2015 
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Some studl!?S have shown ·that there Isa heightened risk of adverse events from biologies 
compared with other prescription medicines, however, the annual charges for 'innovator' or 
recent to market ch"!Tlical prescription medicints and generic medicines. which arc based on 
out-of-patent.substani;es wblch have been in the market usually for some years, are currently 
the same. 

While recognising that the sen:lng or charges to reflect the potential risk of a class of therapeutic 
goods is an Inexact sc.len~, In C!)nsultatlons on the refo"rrn ofTGA annual charges (through these 
proposei:1 changes to the LVT scheme), TGA was asked to review the levels <if charges for generic 
chemical prescrfption ntedfdnes ror·a number of reasons: 

• There is evidence from a number of sources that many safety/ post-market issues arise in 
the.first fevr years of marketing, as their use changes from being In the clinical trials 
particl~nts used to support registration (smali deflned populations free of c_o-morbidities) 
to the wider publlc post-market approval 

• TGA undenakes a.ddltjonal pharmacovigilance activities for new prescription medicines. 
This Includes the d,;velopment and agreement of a Risk Management Plan, together with 
annual Perlodic.S:afety 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 nip~ therapies are Introduced globally through accelerated or provisional 
approval processes, often with greater emphasis on the limited data from early stage 
cllnical trials. Several US studie$ have proposed that the great.er use of accelerated review 
processes by FDA for new prescription medicines has led to more products with safety 
Issues, although lnc:i:eased emphasis In recent years on pharmacovigi\ance by regulators 
glo~ly 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 ln aggregate for many generic 
medicine substances than comparable new chemical entity (NCE) substances. 

In view of the above It ls proposed to introduce a separate rate of annual charge for Register 
entries for generic chemical prescription medicines which will be lower than the rate for the 
Register entries for the lnnova~or product. However, once a generic product ls registered on the 
Register the IMovator pro.duct would also pay the lower charge applicable to the generic 
version: (t 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 ,:ates of annual charges, expected number of entries 
paying annual charges and annual charges revenue forecast for 2015-16. 

R!S - Low value turnover cxempUon scheme 
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Table S Proposed .-eductions In annual charges, rates of annual charges and revenue rorecast for 
201S-16 

Prescription Medldncs • 
Non ·Biologies (Innovators) 

Prescrtpt1on 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 llb Annual 
Charge 

Device Class Ila Annual 
Charge 

Devtce Class l Sterile . 
Annual Charge 

Device Cla.,;s 1 Measuring 
Annual Charge 

Device Class 1 Annual 
Charge 

Listed Devices Annual 
Charge 

Listed Devices Annual 
Ch:lrge IVD, Tampons & 
Disinfectants 

Registered De11 lees Annual 
Charge - IVD, Tampons & 
Disinfectants 

3,955 

3,955 

1,350 

965 

1,210 

1,210 

940 

940 

615 

615 

80 

1,350 

770 

1,515 
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1,614 

4,149 

2,356 

9,937 

346 

2,589 

5,156 

9,462 

1,958 
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21,962 
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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 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 Is approved, the 
Regulations and Charges Regulations will need to be amended. Section 44 of the Act allows for 
amending ofregulaUons 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 (EXCO). 

Sponsors and other stakeholders wlll be advised of amendments, Including the revised rates of 
annual charges, through the TGA website and client service p oltll, sponsor notices, and advice 
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 SO 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 obli~ations 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. 

RIS · Low v~luc l~rnover e<Pmptlan scheme 
Vl.1 March l015 

Pa11c 29of52 



ThEl'a(mltlc Coodi Administration 

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 liabillty to pay annual registration charge, annual listing 
charge or annual charge for inclusion in the Resister for a fmanclal year (the current 
year) 1£the person's turnover of the therapeutic goods concerned ror the financial year 
specified In the. regulations is ofiow value 

b. the making of an application for "11 exemption and requiring payment of that charge fur 
the current year if the application is refused and 

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

Therapeutic Goods Regulations 1990 (current regime)13 

RegulatJ~n 43AAB: definitions 

Approved person 
Approved person means a person who is a qualified accountaQt under section 88B of the 
Corporatiol'IS Act 2001, but does not include: 

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

• An employee of that person. 

Eictstlna ent,y 

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

Low value turnover (LVT) 

Low value turnover means a turnover ofnot 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 fmancial 
year. 

Newentry 

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 (I'herapeutlc Good) 

The tum over for a therapeutic good is the gross dollar receipts ( excluding GST) from sales or the 
therapeutic good in Australia for a financial ye,1r, Including re~il and wholesale sales. 

u Note that the current LVT scheme does not apply to biologicals. 
RJS - Low value turnover exemption schcine 
Vl.l March 201 S 
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Regulation "3AAC: Application requirements 
SubreguJatfon 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 !!ability to pay 
the charge for the current financial year on the ground that the turnover of that good for the 
applicable financial year Isa 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 of the therapeutic good for 
the previous financial year, signed by an approved person; or 

ii. for a new entry- a statement of estimated tum over 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 Z September of the financi~I year; and 

iL fora new entry-atleast21 days before the date for payment of the charge 
mentioned in regulation 43AAA. 

Subregulatlon 43AAC (3) states that the statements mentioned in subregulations 
43AAC(2J(b)(I) and (ii) must be In a form approved by the Secretary. 

Regulatlon 43AAD: Decision by the Secretary - exemption applfcatlon 
Subregulatton 43AAD (1) states that within 21 days after receiving an application under 
subregulation 43MC (1), the Secretary must: 

a. decide whether to grant the exemption; and 

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

c. If the decision Is a refusal, the reasons for the decision. 

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

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

i. 14 a~er the notice is given under subregulation 43AAD (l)(b); or 

ii. the date mentioned in paragraph 44 (t)(b) of the Act14; and 

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

i. 14 days a~er the notice Is given under subregulation 43AAD (1) (b); or 

ii. The date mentioned in regulation 43AAA15• 

14 This is 1 October. 
1s This Is the last day o'f the second month after the month when the gootls were entered in the Register. 
RIS - Low v~luc tu mover e><empt!oo ~cheme P~go 3 I of52 
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Regulation 43AAE: Actual turnover - new entries In the Register 
SubreguJ,tlon 43AAE. (1) requires tJiat I fan exemptl~ti has been granted under sub regulation 
43AAD (1) for a new ent,y in the Register basec;l on the estimated turnover _p(a th~rapeutic good 
for~ financial ye_ar (the cun-entyeat), the person .must give to the Settetary by 1 September In 
the following fina,ncialyear (thefallowlngyear): 

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

b. a statement. slgned by an approved person, in a form approved by the Secretaiy, of the 
actual turnover of the therapeutic good for the current year. 

Note. If the current year ls tlnancial year 2013-14, the following year fs 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. 

Subregulatlon 43AAE (2) states that before 1 September in the following year, the person may 
appJy In .writing for, and the Secretary may agree to, an extension of up to 28 days after the time 
menUoned In Regulation 43AAE (1) for giving the lnformatlon. · 

SubreguJatJon 43AAE (3) states that if the person does not give the Information to the 
Secretary within the time mentioned in Regulatl~m 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 Secretruy must within 21 days afterrecelvlng 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. if the decision is that the actual turnover was not a low value turnover-the 
reasons for the decision. 

Subregulat1on 43A.AF (2) states that lf the Secretary decides that the tum over of the 
therapeutic good for the financial year was not a low value turnover and gives the person a 
notice under subregulation 43AAF (1) (bJ, then: 

a. the exemption is cancelled; and 

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

RIS • Low value turnovcr1Dtemption scheme 
VLl March 2015 



' 

Annexure B - Regulatory burden measure 

Assumptions 

Option 1 - new register entries. 

(average 3 actions [MONTHLY INVOICES] per sponsor per year) 

Stt•p lle,.-r,pl ion 
t\o. 

l A Dl!W therapeutic product is listed, fel1stned or included 
on the Regl&tl:r. AnARTG number Is assigned to die produd 

2 The full year aMual charge ls incurred (per ARTG No.) effective 
from the date ofllst!ng. registration or lncluslon on the Rcgisblr 

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

4 Sponsor assesses that the estimated tu~n:r of the new 
entryforthecurnmtftnandalyearwillnotbcalowvalue 
turnover, (ner.qe 7 new eabies per sponsor) 

s Sponsor pays the annual charge for the entty. No further action 
is required. 
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I<,' 51u11,..,11·· 
L1,l, !.hh 

Yes No 

Yes No 

Yes No 

No Yes 

No Yes 

Ther~pcutlcGoads AdminiStratlon 

~p,11•~111 f';u nl [l.h, Sp\)11~01 Spnno;;r•r 
r1 n,• \pon,111, IH•ll1I, IUl.tlUJ">l 

(l,0111 ~1 .illc,lt"tl l , llt!' 

o.oo 1,560 Not Applicable 0.00 $0.00 
-TCAOnly 

0.00 Not Applicable o.oo $0.00 
-TCAOnly 

o.oo 1,560 NotAppllcable 0,00 $0.00 
-TGAOnly. 

1.00 l,22S Managers 72.80 $72.80 
(including 
accountants) 

1.00 1,225 Cleric.ii and . 53.20 $53.20 
Administrative 
Workers · 
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6 Sponsor assesses dlat dae estimated turnover of the new 
enby for the c:uneot finalldal year will be a low v.alue 
lllrnOver. (average 7 new entrla per sponsor) 

7 Sponsor prepares an LVT application for the new enay which 
must be accompanied by (a) a statement of the estimated 
rumover of the therapeutic good ror 1he current fi~ncial year 
and signed by the person liable to pay the charge; and (b) 
payment for the LVT application fee. 

8 The sponsor submits the completed Lvr application to the TGA. 
The appllcation must be received at least 21 days before the date 
for payment of the applicable annual charge. There Is no 
menslon if the application Is not mm1de In time. 

9 The TGA Delegate assesses the LIIT application. If approved, a 
letter is Issued to the sponsor with a credit note for the 
exempted chm1rge. As a new entry Lvr exemption, the approval Is 
conditional that the sponsor must provide by 1 September in the 
following year, ;ii statement, signed by an approved person, 
detaillng the actual turnover of the entry in the year the entry 
was a new entry. 

9.1 The sponsor LVT application Is not received at least 21 days 
before the date for payment of the applicable annual charge. The 
LVT application cannot be approved (Retllrn to step 5) 

-
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T<;,, S1u,11:,ur 
1.,~~. (j,I, 

No Yes 

No Yes 

Mo Yes 

Yes No 

N/a N/a 

Ther:apeuric Goods Administration 

'.'>p1J(ISll( \u 11l l I.", <;p111"or ~pu11,11r 
!I'll<.: "('un,11c, htdll I ', lot.ii 111'1 

(!1t1i.;"I ,,U..:Ltl ,l I ,l(L' 

1.00 335 Managers 72.80 $72,80 
(Including 
.accountants) 

4.00 335 Ma112gers 72.80 $291.ZO 
(Including 
accountants) 

0.50 335 Clerical and 53.20 $26,60 
Administrative 
Workers 

o.oo Not Applicable 0.00 $0.00 
•TGAOnly 

0.00 NotAppUcable 0.00 $0.00 
-TGAOnly 
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10 Validation revfews of new enby LVT exemptions 
commences on 1 July In the following year. Thevalldat!on 
revlewtnvolvn the TGA writing to all aff'ectedsponsors to 
remind them their obligations tX> supply a na~ment of 
aeblal turuover by 1 Sept21nber. 

11 The sponsor extracts the actual turnover of the entry Crom ( e.g.) 
their sales/ finance system and records It on a 'statement of 
acrual turnover' form (approved by the Secretary) and then 
must ho1ve the actual tum over verified by an approved per&0n. lf 
satisfied. the approved person signs a declaration that~ 
turnover reported I$ the actual turnover of lhe entry, The 
sponsor sends the completed statement to the TGA by 1 
September 2014 

11.l The sponsorcaMot supply a statemtnt of actual nirncwer by 1 
September and applie1 in wrttJns.for an extension (up t.o 28 dqys). 
fjrea(ved before 1 Scpt11mblr, tha TGA approw:s the extension to 
29 September (13 out of 334 sporrson (or 79(,) a pp/fed for 
t:l<tensions In 13-l4) 

12 The TGA Delepte assesses the actual turnover of the new 
entry was a low value tW'llover. The exemptioo ls conrmned 
under regulatloo 43MF. 

13 The sponsor is notified by the TGA In writing that the exemption 
Is confirmed and no further action Is TtqU!red. 
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I 1;~ Spolhl•r 

t.l\h 'p,h 

Yes No 

No Yes 

Yes Yes 

Yes No 

Yes No 

Therapeutic Goods Admini:stration 

\p,,11,111 \,, ,,t ( 1 "' 'lJlDll'1•f \pnnsnr 
l l ilh~ 'l\tH\\ •JI' linlll'I '. l11t.1I ro,! 
(1111111\) -•lftlf1·,t • . ,h: 

0.00 NotAppllcable 0.00 $0.00 
-TGAOnly 

8.00 335 Managers 72.80 $S82.40 
{Including 
accountants) 

1.00 24 N/a-Non• n/a n/a 
compliance 
marur 

0.00 280 Not Applicable 0,00 $0.00 
-TGAOnty 

0,00 Not Applicable 0.00 SO.OD 
·TGAOnly 
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14 The TGA Delegate assesses the actual tunsoTer of the new 
enb)' was not a low value turnover (Le.> 1S times the 
amount of the dwge for thatenby), The exemption Is 
cancelled under regulatf on 43AAF, 

15 The sponsor Is notified by the TGA 1n writing that the exemption 
is cancelled and the annual charge is (now) payable by 31 
October. The sponsor pays the ta invoice for the annual ch~rge. 

16 The sponsor does not supply lhe statement of actual 
turnover by 1 September. '.fhe exemption is cancelled and er 
ngulation 43AAE. 

17 The sponsor Is notified in writing that !he exemption Is c:ancelled 
under regulation 43AAE for failure to give lnfonnation and the 
annual charge Is (now) payable by 31 October. The sponsor pays 
the tax invoice for the annual charge. 
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I(," ~p,•ll~(H 

t.1,I, !,hi, 

Yes No 

Yes Yes 

Yes No 

Yes Yes 

Ther~peutic Goods Administration · 

~µ,111,,u r,,; ,, ,,f (l.h\ Sp1111,or 'i:puU!>UJ 

11111,· \po 1v1,, lwu:I•. '"'·" co,1 
(hou, ~I ,llll.'l tl:d l,tl<· 

o.oo Not Applicable 0.00 $0.00 
-TGAOnly 

1.00 45 Clerical and S3.20 SS3.20 
Administrative 
Workers 

0,00 Not Applicable 0.00 $0.00 
-TGAOnly 

1.00 10 Clerical and 53.20 $53.20 
Administrative 
Workers 
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Option 1 - existing register entries (on the Register on 1 July each year) 

( One actlan [ANNUAL INVOICE] per year) 

~ll'II o .. ~a111111111 

l\n. 

1 All ex1stlnc entrie.11 on the Jteslst.er on 1 July tncur the appllable 
full year annual chUJ:C(s) 

2 TGA Financial Services iSSW!S a taX Invoice tn the sponsor for the 
applicable annual charge(s). 

3 Sponsor assesses that the actual turnover of the existing enlry 
in the previous financial year was not a low value turnovet- (Le. 
> 15 tfmes lheamwal chargefordle·enby}. (iwera,e 18 
existing enbies per sponsor) 

4 Sponsor pays the annual charge(s) for any non·LVT entry/entries. 
No further action is required. 

5 Sponsor assesses tbat the actual tu mover of the existing eab'y 
in the prevlom yearwu low value. The sponsor extracts the 
ac:t.u.al tumover of the entry from (e.£) their sales/ nuance 
system and records lton a 'statement of actual tw'llover" form 
(approved by the Secrewy) and then must have the actual 
tumoververiftecl by an approved person. JC satisfied, the 
approved person sips a deduatian eh.at tile bJrnoTer repo~ 
was the actWll turnover of the entry. (avenge 18 e:xlstiq 
eabies per spomor) 

RIS - low Value Turnover Elcempnon Sdit!me 
Vt.1 March 20IS 

If.\ ~P•'U'-01' 

1 •• , ',;, t.1,t, 

Yes No 

Yes No 

No Yes 

No Yes 

No Yes 

Thrrape~Uc Goods Adminlnratlon 

~puu,,u \11 nt I I'" "',;ir,n'-111 ~p,,u,01· 
t11111 · °'l''ll""I, hot111\ tn1,1I 

( 'H•UI ,) ,1lkdul I .Jt•.' l 11~, 

0,00 Not Applicable 0.00 $D.00 
•TGAOnly 

o.oo 3,679 , Not Applicable 0.00 SO.DO 
·TGA.Only 

8.00 2,829 Managers 72.80 S582.40 
(lndudlng 
.account.ints) 

1.00 2.aig Clertcal and· 53.20 $53.20 
Administrative 
Workers 

8.00 850 Managers 72.80 $582.40 
(Including 
accountants) 
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Ther~peutic Goods Adminisn-ation 

Sri:µ U, scnpt1011 £(,.\ \jhlll\lll 'ro11,~11 \o .,t C I~,~ Sp,1:1,111 'ipun,01 

Nn. 1.,sl\ l,i\J.;, I !Ill" Sp,•11~1H .. 11111111. tut;.al 

[hv111 ~1 .,lh.:dt'd I ,llt' Ul~l 

6 Sponsor prepares an LVT appUcatlon for thee:xisdng entry whk:h No Yes 8.00 BSD Managers 72.80 $582.40 
must be accompanied by (a) the statement cffhe actual turnover,. (Including 
slgaed by an approved person, and (b) payment for the Lvr accountants) 
application fee ($150 per en~ln 12·13, to a maximum fee of 
SlS,000 for 1oo·or more LVT exemptfons}. 

7 The sponsor submllli the completed L VT application to the TGA. Tha No Yes 1.00 850 Clerical and 53.20 $53.20 
appllcatton must be received before 2 September. There ls oo Administrative 
extension if the application is not made in time. Workm 

7.1 The sponsors LVT application is not received before 2 September. N/a N/a 0.00 0.00 $0,00 
The LVT .ipplication cannot be approved. (Go directly to Step 9} 

8 The TGA Delegate assesses the LVT appllc:atlon.-Jf approved. a Yes No 0.00 Not Applicable o.oo $0.00 
letter is tssued to the sponsor with a credit note for any ·TGAOnly 
exempted charge(s), 

9 Sponsor pays the annual charge(,] ror any non•LVT No Yes 1.00 850 Clerical and 53,ZO $53,20 
entry/entrtes. No fiuther action Is required. Administrative 

Workers 

RJS - Low Value Turnover Exemp!loa Scheme: P.ige38of52 
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Option 2 - $0 turnover scheme - transitio~al entries 
(One action {ANNUAL INVOICE] per year) 

'ilt' fl \lu. llt'" npt10·1 

1 TGA wlll ldendfy all entries wldch ruy be eUgible for an 
lnltial LVT Exemption 

Entries on the Register 1 July 2014 • To qwillf'y for an LVT 
exemption, an entry which was listed. registered or included on 
the Register on 1 July 2014 must have been approved for L VT 
exemption In 2013·14 and 2014-15 and have had SO value 
turnover. 

The LVT approvals In 2013-14 and 2014-lS were made on the 
basis of the sponsors statement(s) of actual turnover (SOAT), 
signed by an approved person (a third party accountant} of the 
entry in 2012-13 (for approval of the 2013~14 LVT exemption) 
and 2013-14 (for the approval of the 2014-15 I.VT exemption). 

Z012·13 and Z013·14 data orlsfng from the 20:13·14 and 
2014-15 LVI' exemption oppmwz.ls ha.s beelt 
collald/anal;ysed. with au eltslble (pr.-1/ub' Z014) entries 
.short-listed for automatic L.-T uemptian whr:n the scheme 
commenres an 1 July 2015. 

RlS • Low Value Turnover Exempuon Scheme 
Vl.l Man:h 2015 

rt, ,\ 
1,1,l, 

Yes 

Thorapeulic Goods Administration 

'iJHlO'\UI \ptlll ', {11 \.o of ' I. ,,, "'lp"n",r ~f'IU\\fll 

1.1·,1, tun,· ',pnn..,,1~,," IJ,.,111 . t<., .. , .,,,t 
I hour, I .tllt'tlt •11 l ,J l1 l 

No 0.00 3,679 Not Applicable 0.00 $0,00 
·TGAOnly 
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Stt:pNo. Dc~n,pllun 

LVT exemptions for2015·16 foran entry will depend on the 
sponsor being able to make a declaration by 22 July 2016 of $0 
tumoverfortheentryforboth 2014·1Sand 2015-16, If the 
sponsor cannot make either or both declarations thell! 

I they will retain any exemption for 2014-tS 

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

• they will be invoiced for the annual charge for20l5-16 • 

Entrles added to the Rei:fster between 1 May and 30 f1111e 
1015 

An entry which is first registered, llsted or Included on the 
Register on or ~r 1 May and before 1 July 2015 will be deemed 
to have been entered on the Register on 1 July for the purposes of 
the L vr exemption scheme (and thus autxlmatically qualify for 
LVT'for 2015-16). In practice, we recognise the spousorwould 
have been required to apply for Lvr (and pay the LVTappllcatlon 
fee} for the 2014-15 annual charge by the time the LVT scheme 
terminates. Sponsors will sdll be ~ufred In the ncxtannual 
cycle ta declare $0 turnover for2015-161n order to retain the 
exemption for that financial year. 

Deemed entries wW qualify u ellgtble for L\IT exempdon 
ootil (a) the entry reneratr:s tantoYff and the sponsor . 
notifies the TGA of tut tmnaver, Ol' (b) the LVT ex.emptlan ls 
renewed (or cancelled) (oUowlna: the next annual (tun11wer 
status) renewal declaration which is due by22 July In the 
next flnalldal yeer {I.e. 22 J1dy 2016) 

RIS - Low Value Turnover Exemption Sdieme 
Vl,l March 2015 

Th@rapeutic <ioods Adminlstr•tion 

fl, .\ ,pun~o• "JHHl\111 ~\I 0~ U. is •, Sp(11ts(>t ~lll>ll\111 

[ 1,k l. ,,l, ttllll \pt•fhOI, 11 1)111 I\ !ut,.11 t11,t 

[hou1 ~) J!l<, IL'll 1.1tt · 
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\kp '\ 11 J)l-.;cnp 111\n 

2 Tr.msltfonal entry Is not pre•,quallfted tor exemption: A full 
year annual product charge l2X Invoice will be issued for the 
cun-ent financial year at the end of'July to sponsors who did not 
have an exemption for the previous year. The sponsor will be 
required to pay the invoice by 15 September, 

3 The full year annual product charge for will be levied on 1 July 
each year thereafter until the entry fs cancelled from the Register 

4 Thi: sponsor pays the applicable product charge invoice. No 
funher actlon ls required until the next f'ull year annual product 
charge is incur.red. 

5 The sponsor of an essential good applies fora waiver of the 
chargdor that financial year on the basis that (a) it Is In the 
interests ofpubllc health for the product to remarn on the 
Register~) It would be commerclallyunviable for the sponsor to 
be ·required to pay the for that financial year. The manus to be 
taken into account In assessing the publtc health Interest 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 needs of the 
users and the goods and the re.isonable availabllity of 
alternatives and any relevant health rislcs. 

RIS - Luw ValueTurnovcrExcrnptlon Scherru, 
Vl. l March 201S 

r1;.\ ~,11111,or ,., ... ,, 1.1," 

Yes No 

N/a N/a 

No Yes 

Yes Yes 

TlmaJ)CllhC Goads Administration 

"111111,or 
\() "' (I'" <;111111,01 "ipu11~n1 

(lrllt· \p11n,ll,, J,·111 rl\· r,11.11u, ... r 

lht~\JI 'l dh -.tl·d l,th• 

0.00 2,829 Not Applicable 0.00 SO.OD 
-TGAOnly 

0.00 SO.OD 

1.00 2,829 Clerical and . 53.20 $53,20 
Administrative 
Wori<ers 

1.50 85 Managers 72,80 $109,20 
(including 
accountants) 
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Slq1:-Jo. llc~CI ljlllO!l 

6 Traml~onal entry ls pre-qualified forex~ptlon: The 
sponsor will not receive a t2x !nvol(e foranyentrfes which are 
'$0 turnover'. The LVT exemption will remain in force until the 
sponsor subseq~ntly notifl6 the TGA that tht entry has 
commenced generating turnover or falls to make the sponsors' 
:ann~l (tumoverstatus) renewal declaration by 22·Julyln the 
next financial year. 

7 Sponsor annual (&urnover stalUS) renewal declaration - all 
sponsors who were exempt from paying a charge for an entry In 
the pccvlous financial yearwut be required to declare that the 
entry had 'SO turnover' In that year within Zl days from· 

, i:;ommencement of each subsequent flnandal year to ensure It 
retains lts annual charge exemption for that previous year. lf the 
sponsor does not make such a declaration, they will be Invoiced 
for the. charges for the previous nnanclal year and also for the 
cummtyear. Both all\Ounts are payable by 1S September. 

B A\&ditand monitoring program of'SO tumover' entries (The 
program wlll seek to review 20%of sponsor clalms-annwilly (for 
100% coverage of dalms every five years). The desk top audit 
and monltarlng w!U be uud ta Identify and short•lls~sponsors 
for audit til verify the tur11over status of$0 turnover, The TGh 
will exercise p;owers in the Regulations ta require the sponsor to 
provide lnfonnatlon ·about a sponsors' turnover for the purposes 
of the administration of the LVT scheme. 

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

TI,.\ '\pt1 1l\11J 

I.I\I, , .. ,k 

No Yes 

No Yes 

Yes No 

Therapeutic Goods Administration 

'ipoo~ur \(,ti t 1T1" 'i111111wr ',potl\111 

r,111 , \pou,111, 11011 1 I~ (uC .11 u,,I 

(f11,u1 ~) .,t·,·1:1·t \ I , 1 !I• 

1.00 '850 Clerical and 53.20 $53.20 
Administrative 
Workers 

4.00 850 Managers 72.80 $291.20 
(Including 
accountants) 

0.00 200 Not Applicable 0.00 $0.00 
·TGAOnfy 
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Sk11l'l:11. ll,·,cnpt11,11 

9 Omite audit of'SO tllrDOY-er' Entries• The program will seek to 
conduct onsite audits with 2% or sponsors annually. Based on 
previous audit activity between 2007 and 2012, the costing 
assumes 3 Manager oc equivalent sponsor participants In e2ch 
audit 

10 Sponsor declaration of turnover· upon receiving the sponsors' 
notification that an entry has commenced generating turnover, 
the annual product chat'J!e exemption will cease and the full year 
product charge wlll be levied for the year in which turnover was 
generated 

11 ANNUAL CHARG~ INVOICING SCHEDULE 
Monthly Invokes - $0 turnover e11tries generadng blmover 
during a flaandal year 

Tax Invoices will be issued (monthly) alter a sponsors voluntary 
notification ( during t:J:ie current financial year) that a $0 turnover 
entry has commenced generating turnover In that financial year. 

Example (Monthly Invoices): A $0 tumover cntty commences 
generating turnover on 1 0ctober~ The sponsor notifies the TGA 
that the entry is now a non-LVT entry (Note. If the sponsor does 
not voluntar1ly notify the TGA of turnover during the ye.ar, the 
sponsor will be Invoked forthe year when the sponsor does not 
make a $0 tumoverdedaratfon due by ZZ JuJy ln the next 
financial year). 

RIS - Low Value Turnover El(empnon Schtme 
Vl.1 March 2015 

I(,.\ 
1.,,1, 

Yes 

Yes 

Yes 

Therap~utic Goads Administration 

\'.;pon,,., 'lhl!l\01 \:1, ul l I'" "'ipt,11,,,1 'p:,u,111 
1.1,t\ hlll\. '-ipo~"'tll.., 1, .. ,111·. lnt.d l 11,r 

(hn111 '! .,:r....•\.:l·d 1.1t, · 

Yes 12.00 20 Managers 72.80 $2,620.80 
(Including 
accountants) 

No 0.00 Not Applicable o.oo $0.00 
·TGAOnly 

No o.oo Not Applicable 0.00 $0.00 
·TGAOnly 
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12 

Where a sponsornotlfkatfon ohwnover Is ~elved durlng :a 
llnandal,yw- (I.e. at any other time than a compulsory annual 
(turnover status) renewal declaration by 22 I uly In the next 
financial year)..an Invoice for the applicable full year.annual 
charge will be Issued in the next monthly invoice ran. 

If. Q compiiliory annual (turnover sta01s) ren~I dec/Qruc/on of SO 
turnover Is norlocfgtd with th.e TGA by 22,July In tlrtt ne,ctftnandal 
year, It will tie am,med Uiat the enlry was non·LVT' In the p~iolJS 
jinancial)War.and the applit:able ann!{al charge wlU"b«ome 
payable far t:hatytor lcg•ther with the chCJrge/or thtt .currtntyear. 
Both wit/. be paygble by·lS Sep~mber. 

Anaual lnvoldng'Non-LVT. entries' - Entries.which are non-LV'I' 
on the next 1 July Incur the full year annual charge. Annual 
Invoices are Issued In July for payment by 1S September (and 
again each year thereafter until the entry.fs cancelled from the 
.Register). -

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

RIS - Low Value Turnover fx~mption Scheme 
Vl .l·March 2015 

Yes 1.00 

TMn~utic Goods Admmlsuatlon 

850 Clerical I 53,20 $53.20 
and 
Admlnistr 
atfve 
Workers 
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Option 2 - $0 turnover scheme - new entries 
(Up to four actions [MONTHLY INVOICE(S)] per year) 

SIPP [lt:SL I 1plt•JJ1 

:\rt 

A oew thuapeulic productJs listed. ~red or Included on 
the Register. An ARTG number Is assigned to the product 

A new entry on the llqbt2r (on or after 1 July 2015) wlll be 
dasslfled as L VT until the spolliOr declares otherwise throu,:h 
the ollliJle portal or by paper form. (an rage 6 new entries per 
sponsor) 

When an entry Is becomes a non-LVT entry, the full year annual 
charge is im:urnd (per ARTG No.) effective from the financial year 
when turnover was generated 

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

Sponsor pays the aonual charge for the entry. No further action Is 
required. 

RIS - Low Value Turnover f.lCemption Scheme 
Vl.l M.arch 2015 

I l; ·\ ~J11J11',•I 

t.,,k t.i,l, 

Yes No 

Yes No 

·No Yes 

Yes No 

No Yes 

Ther.apeut1c Goods Admin1ruallon 

'ip11n,1,r 
'" 111 

I l.4'~ 'JH111,or '1"1111\llf 

I 1:11t· '-)'Otl"-"1 ... h11111h to:,il tt11tl 
p,,,.,r,) .lfh.'l:1·1! 1~1h:.· 

0.00 1,560 Not Applicable o.oo $0.00 
·TGAOnly 

0.00 0 · N~t Applicable 0.00 S0.00 
·TGAOnly 

1.00 l,Z2S Managers 72.80 $72.80 
{Including 
accountants) 

0.00 NotApplicabh: 0.00 $0.00 
-TGAOnly 

l,DO 1,225 Clerlcal and 53.20 $53.20 
Admlnistr.ltlVI! 
Worlci!rs 
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S1q, l)c~lr1pt1on 
fl.o. 

Sponsor assenes that the turnover of a new entcy ls $0 
turnover. (average 7 new entries per &p0nsor) 
No action Is required by the sponsor of the new entry until (a) the 
entry commences generating turnover or (b) the next annual 
(tllrnover status) renewal declaration of SO turnover is required (by 
22 July In the next financial year), 

The l. vr exemptlon will remain in force for an entry until the 
sponsor subsequently notifies the TGA that the entry has Incurred 
tumover (subject to the sponsors' annual declaration [detailed 
below] wlthln 21 days of commencement of the next financial year 
thit an entry did not generate any tu mover in the previous year and 
thererore continues to be t!llgible for an I.VT exemption). 

Sponsor. provides an annual (turnover status) renewal 
declaration - in order to maintain an LVTexempUon for an en.try, 
the sponsor wlll be required to complete an onllne declaration that 
the entry did not generate turnover in the previou.s financial year by 
22' July. If such a declaratfon Is made, no furtheractlon is,requlred 
until the next annual update is required (the next ftnandal year) or 
the TGA ls.notified of turnowr (whlchever comes first), 

Sponsor does notprowtde llll lllUlwd (tamover atabasJ teMWal 
declaration -11'.a sponsorfailuo provl= aSO turnover declaration 
by 22 July in the next flnancial year, the annual ~e exemption 
wlll tease and the appllcableaMual product charpwlll be payable 
In l'l!latlon to the previous financial year. (For example, an update 
required by 22July 2016 relates to PY2~15·16 • fathare to provide an 
update wlll lncurthe 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. 

RIS - low Valoe Turnover Exemption Scheroe 
Vl.1 March20l5 

! (, \ ~\lt\ll\'11 

t~,,, l.1,h 

No · Yes 

No Yes 

No No 

Therapeutic Goods Adtninistr.tlon 

"'(lllll\OI "~. cit ( 1.,,, '\Jlon~or ,pun,c,1 
t1111c !°'iJH11P, .. r, hnt11 l•. tnl.1. u,c;.t 

(hu11r,J Jlk<l,·11 l.11t· 

1.00 335 Managers 72.80 $72,80 
(including 
accountants) 

l.00 335 Managers n.ao $72.80 
(Including 
accountants) 

0.00 . Not Applicable o.oo $0.00 
·TGAOnly 
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Stq, f)l1 ",l rill' 11'11 

11.o 

TGA Financial Services Issues a tax invoice to the sponsor for the 
applicable annual cliargcs. 

sponsor pays the annual cbarge(s) far an:r non-LVT entries. No 
further action Is required until the next full year annual product 
charge ls incurred. 

Spomor nadfies that an LVT entry has commenced 1:enerating 
turnover- Sponsors will have the option of notil'ytng the TGA whn 
an entry [subject to an LVT exemption} generates any turn.over. 
Upon receiving the notilkation. the annual charge exemption will 
cease and the full year charge will become payable rorthe year In 
which turnover was generated, 

TGA Financial Services issues a tax lnvolce to the sponsor for the 
applicable annual charges, 

Sponsor pays the annual cbarge(s) foraay non-Lvr entries. No 
further action is required until the next fun year annual product 
chargelslncurred. 

RIS • Low Value Turnover Exemption Scheme 
\'1. \ M~rclt 2015 

I<, \ '\(Hll1,11t Sppfl"IIII 

l,i\l, l."" (IIHt:'. 

(ho JI,) 

Yes No 0.00 

No Yes 1,00 

No Yes 1.00 

Yes No 0.00 

No Yes 1.00 

'l'her~p~uticGoods AdministraUon 

,.,,,, I J,1" ,pon",r ~I"'"""' 
\p1111,tlr, 111111,I. t11l.1\ t.:,,,t 
,!fh·1.l1.: d ) ,t, · 

. Net Applicable 0.00 $0.00 
-TGAOnly 

33S Clerical and 53.20 $53.20 
Administrative 
Workers 

335 Clerical and S3.20 $53.20 
Administrative 
Workers 

. Not Applicable o.oo $0,00 
-TGAOnly 

335 Clerical and 53.20 $53.20 
Administrative 
Workers 
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Sli!p lh•,rr,plinn 
l\:n. 

ANNUAL CHARGES INVOICING SCHEDULE 
Monthly involce5 • $0 turnover entries generating turnover 
during a ftnancial year 

Tax Invoices will be Issued (monthly) after a sponsors voluntary 
notification (during the cwnnt financial year) that a $0 turnover 
entry has commenced generatJng turnover In that'financlal year. 

Example (Monthly IDvolces): A SO turnover entcy' commences 
generating turnover on 1 October. The sponsor notifies: the TGA by 
22 October that the entty Is now ge11erating tumover 

[Note. if the sponsor does not voluntarily notify the TGA of rumover 
during the year, the sponsor will be invoiced for the year when the 
sponsor does not make a SO tumoverdeclar.ation due by 22 July In 
the next financial year]. 

Where a sponsor notification of turnover Is 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 run (I.e. as per the 
example above, if turnover is recorded for a $0 turnover entry on 1 
October, the sponsor may declare the turnover by ZZ October for 
invoicing on 7 November for payment by 7 December) 

If a compulsory annual (turnovtr Stat!J$) renewal dee/oration of SO 
tumo.,er is not completed by 22 July in the next financial year, It will 
be assumed the entry wosnon-L VT in the previousjlnancialy,ar and 
the applicable annual charge wiU become pa,YQble for that year 
u,gecherwfr.h the charge for the current year. They are both payable 
by 15 Seprember. 

RlS - Low Value Turnover Exemption Scheme 
Vl.1 March 201s 

Therapeutic Goods Administration 

l (, \ ~POIIHJl '\pun""' ;\ 1 I 1lf (I,,, Spu11~<1r \p,>IISCII 

1,1'1, l,isl, ( IIHL" "'pn11,111:, ht1u1 I\ 1,11.11 ( 11\l 

(lwur,1 ,,lie, Ccd I l(l" 
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Sh·p ll'-•!,,('flphuu 

!\ I), 

Aunual inwlctng 'Non-exempt entries' 
Entries whlchare non-LVT on the next 1 July incur the f'ullyear 
annual charge. Annual Invoices a~ Issued In July for payment within 
30 days (and again each year thereafter until the entry Is cancelled 
from the Realster). 

RJS - Low Value Turnover Exemption Sdieme 
VU March 2D1S 

I l, \ '\p11t1,111 

l.J"',h l."1-. 

Ther;ape11tlc Goods Administnl:fon 

'-ip1111,,11 ",, , I l I 1,, ~11,,i1,n1 'ipou",r 
\HU\.' \111111,111' h11111h r .. r.ll t 11,1 

(t1,111r, I I t1 t.. \. ~l't! l,lfl 
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Option 3 - cease the scheme 

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

Sh•p lkscnptrun 
r-.:u. 

1 Existing Register enll'y (at 1 July]: lf the entry Is an existing entry 
on the Register at 1 July, the full year annual charge is lnCUJTed. 

2 TGA Flnanclal Services issues the sponsor an existing entry annual 
charge invoice for the applicable annual charge In July for payment 
within 30 days. 

3 The sponsor pays the appllcablc aMual charge. No further action Is 
requited until the next full year annual charge is incurred on the (next} 
l July. 

4 New Register ent?y: If the entry is a new enby In the Register, the 
full year annual charge is Incurred for the year ttae entry Is a new 
eRtry, 

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

6 The sponsor pays the applicable a_nnual charge. No further action Is 
required until the next full year annual charge is Incurred on the (next) 
!July. 

RlS - 1.owVa.lue Turnover Exemption Scheme 
Vl.l March 2015 

[~,\ Spon"" 
T,"1-. t.,.,k 

Yes No 

Yes No 

No Yes 

Yes No 

Yes No 

No Yes 

Therapeutic Coods Administrat{on 

"iJl•lu,ur \.o,\I U.1" '\p, ,11,,u· \r,on~or 
tlnlt: 'ip1•11,, 11, hn111 I, ll•t.11,ml 
{1,ou") .1flnkd I ,ill' 

0.00 NotApplicable 0,00 $0.00 
-TGAOnly 

0.00 Not Applicable 0.00 $0,00 
-TGAOnly 

1.00 3,679 Clerical and 53.20 $53.20 
Administrative 
Workers 

0.00 Not Applicable o.oo $0.00 
. -TGAOnly 

D.00 Not Appllcable 0.00 $0.00 
-TGAOnly 

LOO 1,560 Clerical and 53.20 $53.20 
Administrative 
Workers 
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ThcrapeAtlc:Coods Admlni5trl1Uon 

Glossary of terms 
Definitions of key terms 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&Jster): The Register Is the publicly 
accessible reference database of the therapeutic goods available in Australia. The Register is 
available onllne htq,s:/fwww,cbs,tga.uov.au. It provides information on therapeutic goods that 
can be supplied In Australia and Includes the product and sponsor name and other basic 
Information about the goods. It is not Intended to provide guidance, advfce o.r recommendations 
on those goods. It Is an offence under the Therapeutic Go~s Act fora 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 otheJWise exempt or approved by the 
TGA). 

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

RlS - Low v~ue turnover exemption scheme 
VLO Month 2015 

Pace i,1 uf 57. 



Therapeutic Goods Administration 

PO Box 100 Woden ACT 2606 Austral!a 
Email: iofo@ip,eov.au Phone: 1800 ozo 653 Fax: 02 6232 8605 

httpif/www.tp.jlOY,aU 

Reference/Publication # 



• 
DepartffltDC of Heakh 

Thcnpcu1ic Goods Administnicion 

Mr Jason McNamara 
Executive Director 
Office of Best Practice Reg1dation 
Department ofthe Prime Minister and Cabinet 
l National Circuit 
BARTON ACT 2600 

Eniall: helpdesk@obpr.gouu 

Dear Mr McNa_mara 

Regulation Impact Statement -ftnal assessment second pass 

I am writina in relation to the at1ached Rcauhrtion lmpact Statement (RIS) prepared for 
the Low Value Turnowr (LVT) Exemption Scheme. The regt1latory burden to business, 
conununity organisations and/or individuals has been quantiOed and offsets have been 
idcruiticd and quantified using the Regulatory Burden Measurement framework, These 
have been agreed with your office. 

I am sati,ftcd 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 RJS states the reasons that consultation options 2 and 4 were not comidcred 
to be feasible options for achieving the Government's objectives and how these 
conclusiom were made. 

• The RIS explicitly discusses the impact of each RIS option on small bushl~sses. 

• The RIS provides a description of the proposal's development at eacl1 major 
decision point. 

Accordingly, I am satisfied that the RJS now meets best practice consistent with the 
Auslmliun GtJVermn~nl 011/de to Reg11farion. . 

I submit the RIS to the Office of Best Practice Regllladou for fonnal finaJ assessment. . 

Yours sincerely 

~ 
sor John SkerriU 

National Manager, Therapeutic Goods Administration 
Deputy Secretary, Dcptlrtment of Health 

/j March 201S 

T.lGAHealth S:lfety I ~ Regulation 



• 
Department of the PrlmeMlnilltm' and Cabinet 

Office of Best Practice Regulation 

~17309 
Tdq,Jiale: 6271 6270 

IMIWI: i.lpdNlc~p.au 

Adj Prof John S.k:aritt 
National Manager, Therapeutic Goods Administration 
Depnty Secretary 
Department of Health 

Dear Professor Skemtt 

Final Regulation Impact Statement- 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 uscwnent 
on 19 March 2015. I note that you have formally certified the RJS as rcquirod by the best 

..practice rcgulaqon rcquir~ents. 
• I t. • • • • . • - • •,. I 

· pi:e p,oposal· si;eks to,~e .amr:nd!31eots to the L VT Exemption Scheme in order to bcttc:r 
• align the _59bctti,e with tlie G1>vemment's Cost Recovery Guidelines. and to reduce the 
~vc ®mplexh!'-0f'th0 scheme. The roost significant c.bange·to the scheme U that 
.oxempti~ .frc?!Jl paying:_tl1~ annual regulatory charge will only be granted for Register 
entries which are yet to ~ommence tumover, compai:cd with the current situatio~ which 
ellows exemptions for Register entries with twnovers less than l.S times the value of the 
annual charge. 

The changes are estimated to mult in 11. zeduction in admhrlstrative costs of approximately 
$3 million per IUlll.lltil, end reduce the cros.s subsidy between those register entries that 
qualify for the exemption and those that do not. 

The Office of Best Practice Regulation (OBPR) assesses R1Ss for consistency and adequacy 
- consistency relates to following the prescribed process and adequacy relates to the quality 
of the analysis. 

I note the agency has been consistent with the RIS guidelines, having twice provided a 
certified R1S (addressing all seven elements) to the OBPR for final assessment before 1he 
decision-maker considers the RIS. 

I also note 1hat the RIS is adequate as it does not contain obvious errors and has a degree of 
detail and depth of analysis that is comroen.sumte 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 Nallonal Ckt:ull. Barton ACT 2eDO • Tolephono 02 6271 6270 • Internet www.obpq;iov.1u 



Accordingly, I am satisfied that the RIS meets best practice consilltent 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 memorandwn or explanatory statement when these are made 
public. 

Additionally, the OBPR maintains a RIS website and RISs are published as soon ll!i 

practicable following a regulatory decision being publicly announced. We would appreciate 
you advising us when a decision on this proposal is announced, and forwarding a final copy 
of the RIS in Microsoft Word .aoc format in a form meeting the Australian Government's 
Web Content Accessibility Guideli~·. We suggest liaising with your web' services team to 
ensure these guidelines arc met. The OBPR should be consulted if the R1S 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 n public comment facility on RJSs posted on the site. The OBPR 
moderates this :facility for offensive content but does not moderate debate. 

Please retain this letter as a record of the OBP.R.'s advi~. Our r.eference number for this 
... issue is 17309. lf you have any further queries, please°'do not hesitate to contact me. 

Yours sincerely 

Tony Simovski 
A/g Deputy Executive Director 
26 March 2015 






