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Senator the Hon Fiona Nash

Assistant Minister for Health
Senator for New South Wales
Deputy Leader of the Nationals in the Senate

Ref No: MC15- 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 (LVT) 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 LVT scheme was introduced in 1990 and predates the introduction of the
Australian Government cost recovery policy (CR policy).The review of the LVT
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 LVT exemptions because they
consider that the cost of preparing and submitting an LVT 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 LVT scheme with the new ACE scheme

Parliament House Canberra ACT 2600 Telephone: (02) 6277 7440
SensitiveDLM
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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 $1,000/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 LVT 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 LVT application fee of $155 alone is far more than the
annual charge of $80. In addition, medical device classes |la 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 | believe the proposed scheme simplifies the participation
requirements, in particular for the small businesses who were not participating in the
LVT 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.

| 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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Minister Nash_DLO To MinCorro <MinCorro@health.gov.au>,
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<Martin.Rocks@health. Subject FW:TGA LVT Abolition - RIS Review Request
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M response please due 18 May 2015 - pls include a page of talking points (note the meeting is not
scheduled for 12 May}
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Thanks ! RECEIVED
Martin

1.1 MAY 206

From: WOOD, Emma D & INFO[)
Sent: Friday, 8 May 2015 5:52 PM tnier: £} viP
To: Minister Nash_DLO ]M"°°*“' .
Subject: FW: TGA LVT Abolition - RIS Review Request [SEC=UNCLASSIFIED]|Livl | 15102003 | | PMO

Importance: High
Hello Martin,

As discussed. Would you kindly ask the TGA to prepare a response, with TPs for a meeting = | wili fet
you know when | 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 [mailto:troy.williams@adia.org.au]

Sent: Friday, 8 May 2015 3:33 PM

To: WOOD, Emma

Cc: Elise Mizzi - ADIA

Subject: TGA LVT Abolition - RIS Review Request [SEC=No Protective Marking]
Importance: High

Dear Emma




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

The issue at hand is an assessment carried out by the TGA indicates that the proposed
abolition of the Low Value Turnover (LVT) 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 FamM MAICD
Chief Executive Officer =  Australian Dental Industry Association

e

ADIA

National Office: GPO Box 960, Sydney, NSW, 2001
Government Affairs: GPO Box 1, Canberra, ACT, 2601
£:1300943094 w f 1300943794 = m: 0488 660 188

Twitter: @AusDental = e; troy.williams@adia.org.au = www.adia.org.au
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Ref: 11.11.14K — 8 May 2015 ..,Q
N

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

Dear Ministar
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 fess and charges levied by the Therapeutic Goods Administration (TGA).
The rationale for this request is that an assessment made by the TGA indicates that the
reforms will 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 tumover for the product/s under the ARTG entry is equal to or less than fifteen times the
annual charge for that entry, -an,émngament known as the Low Value Turnover (LVT)
exemption. The TGA's proposal is to abolish the LVT exemption and only allow a business to
claim an exemption if there is no turnover.,

From the outset, ADIA has had concems that the proposal to abolish the LVT exemption will

. disadvaniage 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 it makes no reference to the TGA's review that clearly establishes that small
businesses will face a significant increasas 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’

Austrolian Dental Industry Assodation Limited

NN 32 963 314 3%6
b = Nasionol Office: 67D Box 960, Sydney, RSW, 2001
mamlww; Gaovernment Affairs: 6P0 Box 1, Cambenru, ACT, 2601
§ MEmAER T o nafiondloffie@ofiowgo wmodaegem
11300943094 E1300 M37TM

Representing Dental Industry Excellence
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Australian Dental Industry Association

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

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

drafting & more equitable solution.
We look forward to discussing this matter with you.

Yours faithfully




i

Australian Government
Department of Heslth
Therapeutic Goods Administration
Mr Troy Willlams
Chief Executive Officer
Australian Dental Industry Association
GPO Box 960
Sydney NSW 2001

Our Reference: EAC 426777
Dear Troy

Low value turnover scheme

Thanks for your letter of 8 January and follow-up email on 12 February. We are glad that
ADIA is a strong advocate of reforms to deliver a regulatory framework for dentat
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
burder. In this context, ADIA Is supportive of reform to the LVT scheme that will reduce
the administrative workload of businesses in the dental industry.

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

Our analysis of the maximym impacts Is shown in the table overleaf. However it is
important to note: )

- A number of products may be eligible for criteria as an “essential good” for
public health and thus be eligible for waiver of fees. We haven’t tried to determine
which dental products would qualify as we will be assessing waiver applications en
a case by case basis. But | would imagine that a product such as a highly specialised
forceps could patentially be eligible.

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

- New class 1 devices (other than class 1 measuring and class 1 sterile), entered
on the Register after the commencement of the praposed scheme would

PO Box 100 Wodan ACT 2608 ABN 40 339 406 804 Health Safety
Phone: 02 6232 8444 Fax: 02 6203 1605 Email: info@tga.qov.au Regulation
hitp:/fwvw.tga.gov.au




benefit more than at present, as our data shows that most devices under this
category are not currently seeking exemptions under the current LVT scheme asthe
annual charge of $80 for a class 1 device is less than the $155 LVT application fees.
Given that there would not be any requirement to make an 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 class 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 LVT scheme an the basis of $0 turnover in the last two years
before the commencement of the new scheme (i.e. 2013-14 and 2014-15). Ifa
sponsor Is going to be Impacted significantly because of this, they have the option
to cancel the old entry and Include a brand new entry without cost which
would be eligible for exemption under the new scheme until that entry
commences turnover. The new device entry would have a new ARTG number but

. as there [s no labelling requirement for such devices so this should not have any
_ impact on them.

Company Name m[:l meﬂdu Impact

1. o $8445 | 323370 | ($14925)

2 TR T ) $74,830 | $85810| ($10,980)
3. (PR TTRSIETNE) $4,085 | $6140 ($2,055)

4 F $26,610 | $33,690 | ($7.080)

5. SN $5980 | $7,260| ($1,280)

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

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

The Fact that one of the above ADIA members@l failed to make the LVT application in
2014-15 and paid the full charges is indicative that the administrative burden of applying
for the exemption under this scheme can outweigh the benefits at present. We hear of
varying figures, but TGA has often been told that the cost of contracting an independent
accountant and the costs of creation and verification of LVT 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
waould be cost neutral for these representative member companies.

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

Page2of3



These two requirements are extremely unpopular with many, if not most sponsors and
result from inflexibilities in our Act. Unless if we change the Therapeutic Goods Act at this
stage, we cannot merely “tweak” the current LVT scheme to remove these requirements.
Furthermore, with the government's legislative programme and the nature of the changes
that would be required in modifying the Act in this way, changes to the LVT scheme could
not be implemented until july 2016 atthe earliest, and possibly later. This delay would be
unacceptable to many in industry. The proposed introduction of a "no value turnover”
scheme means that we can make the changes through regulation and we plan to have them

in force by july 1 this year.

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

Yours sincerely

John Skerritt
National Manager
16 February 2015

Page 3 of 3



Amstralian Governuent
Departmest of Health
Therapeutic Goods Administration
Mr Troy Willlams
Chief Bxecutive Officer
Australian Dental Industry Association
GPO Box 960
Sydney NSW 2001
Our Reference: R15/259683
Dear Mr Willlams,

Review of the low value turnover (LVT) annual charge exesiption scheme

Thank-you for your ongolng feedback and participation in the review of the LVT scheme.
Your input has been extremely valuabls in the design of a replacement scheme that will
improve equity between sponsors, simplify participation requirements, and reduce red
tape for business and the TGA, as well as result in a reduction In the rates of annual
charges for some categories of products.

A Regulation Impact Statement (RIS) has now been prepared and endorsed by the
Assistant Minister for Health. The RIS documents the proposal we have consulted with you
on, to introduce a new annual charge exemption {ACE) scheme to replace the LVT scheme.
The RIS is availahle on the TGA website.

Again, thank-you for your ongoing involvement and [ can be contacted on phone
02 6221 6910 with any questions on the progress of the new scheme or the RIS.

Yours sincerely

N Lay
Assistant Secretary, Regulatory Business Services Branch

S May2015
PO Box 100 Woden ACT 2608 ABN 40930 405 804 5 Health Safety
Phone: 026232 B444 Fax: 02 5203 1805 Email: infoflgs.ov.au T Regulatlon
bllp:/fwwny.102.00v.3U



Rachel Wells

From: Vinod Mahajan

Sent: Thursday, 14 May 2015 3:27 PM

To: Rachel Wells

Subject: HELP FW: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED]
Attachments: Talking points.DOCX; Talking points.tr5; Response - Ministerial

MC15-007924.DOCX; Response - Ministerial MC15-007924.r5

Hi Rachel,
| am sure you will do it for me.

Thanks in advance

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

Phone: 02 6221 6931 Fax: 02 6232 8222
Mobile: 0423 027 090

Email: vinod.mahajan@tqa.gov.au

Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606 Australia

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: Vinod Mahajan

Sent: Thursday, 14 May 2015 2:36:19 PM

To: Lee Wah

Cc: Nicole MclLay

Subject: RE: Response to ADIA - ACE scheme [SEC=UNCLASSIFIED]

Hi Lee,




| 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 (ICAl)

Director

Regulatory Decision Review

Phone: 02 6221 6931 Fax: 02 6232 8222

Mobile: 0423 027 090
Email: vinod.mahajan@taa.qov.au

Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606 Australia
www.tga.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 cutin 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 the 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@toa.gov.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]

HiJohn

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.



Thanks
Nicole

Nicole McLay FCPA
Assistant Secretary
Regulatory Business Services

Phone: 02 6221 6910 Fax: 02 6232 8222
Mobile: 0478 309 802
Email: nicole.mcla a.gov.au

Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606 Australia

www.tga.qov.au
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Therapeutic Goods Admialstratdon

About the Therapeutic Goods Administration
(TGA)

» The Therapeutic Goods Administration (TCA) 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.

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

«  The TGA relies on the public, healthcare professionals and industry to report prnble;ns with
mediclnes or medical devices, TGA investigates reports received by it to determine any
necessary regulatory action.

* Toreporta problem with a medicine or medical device, please see the information on the

TGA website <htip://www.tga.gov.au>.

Copyright

© Commonwealth of Australia 2015

This work Is copyright. You may reproduce the whole or part of this work in unaltered form for your own personal use or, if
you are part of an organisation, for internal use within your erganisation, but only If you or yeur organisation do not use Lhe
reproduction for any commercial purpose and retzin this copyright notice and all discdlaimer notices as part of that
reproduction. Apart from rights to use as permitted by the Copyright Act 1968 ar allowed by this capyright notice, all other
rights are ruserved and you are not sllowed to reproduce the whole ar any part of this work in any way (electronicor
otherwise) without first being given specific written permission from the Commonwealth to do sa. Requests and inquirics
concermng repruduction 4nd rights are to be sent to the TGA Copyright Officer, Therapeutic Goods Administration, PO Box
100, Woden ACT 2606 nremailed to <lgacopynghi®iga.govuu>,
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Therapeutic Goods Administration

Introduction

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

This Regulation Impact Statement (RIS) bas been prepared by the TGA. The purpose of this RIS
is to assist Australian Government decision making on how to address the problems that have
been identified In relation to the Low Value Turnover Exemption Scheme (the LVT scheme)tand
determine the best option to address the problems. It also summarises the consultation process
that has been undertaken with stakeholders to explore options that may address the problems
that have beén identified with the current policy.

The TGA released the ‘Raview of the Low Value Turnover Exemption Scheme’ cansultation paper
in April 2014.

The RIS concludes with a recommended proposal, outlining the proposed amendments to the
requirements for Government consideraton.

Background

Cost recovery at the TGA

A therapeutic good must be listed, registered or included in the Australian Begister of
Therapeutic Gaods (the Register) before it can be supplied in Australia.

The TGA undertakes a number of pre market functions, including evaluation of high risk’
therapeutic goods, before a therapeutic good is entered on the Register and monitors products
once they are on the market (post market). The TGA also assesses the suitabllity of medicines
and fedical devices for export from Australia. In addition, the TGA regulates manufacturers of
therapeutic goods to 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 Goods
{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 {(0TC) medicines

* Complementary medicines

e Medical devices, incdluding in-vitro diagnostic IVD) devices"

s« Compliance with Good Manufacturing Practice (GMP) Blood and blood products
= Biologicals.

Fees are 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.
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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 Register are levied to recover costs that cannot be
reasonably assigned to individual sponsors, or where such assignment would act as a deterrent
to the effective delivery 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:
»  Managementand processing of adverse drug reaction reports

s Managementand processing of recalls of therapeutic goods, including recalls for product
correction

»  Testing of therapeutic goads by the TGA laboratories

e  Post-market compliance reviews for listed complementary medIcines and class 1 (low risk)
medical devices

e  Management of advertising and complaints resolution functions

e  Other regulatory costs which cannot be easily assigned to individual sponsors aor products.

Annual charges

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

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

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

Table 1:2014-15 Annual charges

Type ol therapeutic puod Anmal charge §
Prescription Medicines - Bialogical 6,585
Prescription Medicines ~ Non-Biological 3,955

Registered Non Prescription (OTC) Medicines 1,350

Listed {Complementary) Medicines 965

Medical Device Class | 80

Medical Device Class | Measuring and Sterile 615
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Type ot therapeutic gond Annual charge 5
Medical Device Class {la and [Ib 940

Medical Device Class Iil and AIMD 1,210

Biologicals Class 1 615

Biologicals Class 2,3 and 4 6,125

Other Listed Therapeutic Goods (e.g. tampons and disinfectants) 770

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

Notes:

1. A good cntered on the Reglster atany time during & inanclal year incurs a full year’s annual charge, unlessan
exemption is granted an the basis of low value turnover.

2. Therels currently no annual charge for axport only goods,

3.Theannual charge for In vitro dlagnostic (IVD) medical devices that were not included in the Register prior to the
commencearent of the new regulatory framewerk on 1 July 2010 and therefore has been setat zero for the period to
30 June 2015, which covers transition ta new regulatory arrangements.

Low value tumover exemption

History and objectives of the LVT 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 understeod that
the scheme was Initially intended to assist herb growers and small companies making medical
appliances? whose turnover on a number of product lines might only be a few hundred or a few
thousand dollars,?

The scheme was established by provisions in the Regulations* which allow sponsors to apply for
an exemption from the annual charge for a Register entry if the turnover of thatentryina
financial year is of low value. At the time of implementation, the regulations avolded linking
annual charge exemptions to-a company’s gross turnover. Consequently, charges were linked to
individual Register entries without any limitation as to the number of entries or the company’s
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 small, with the
regulatory framework covering not only producers of finished products, but also herb grawers.

2 Now referred as medical devices in the therapeutic goods legislation.

3 Parliament of Australia - Senate Hansards

<http:/ /parlinfo.aph gov.au/ parilnfo/search/display/display.w3p;db=CHAMBER;id=chamber%2Fhansar
ds%2F1990-12-20%2F0218;query=1d%3A%22chamber%2Fhansards%2F1990-12-20%2F0000%22>

* The regulations for the current LVT scheme (not the original provisions) are set out In annexure A
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The current domestic market for complementary medicines is estimated to be worth nearly
$2 billions.

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

(n order to ensure full cost recovery of post market regulation, annual charges are set by
allowing for the value of exemptions predicted to be granted (expected to be over 50% of total
annual charges in 2014-15). As a result, some businesses are paying more for their charges to
compensate for those businesses who will receive LYT exemptions. This {s regarded as a form of
cross subsidisation. Additionally, LYT exemptions increase each year, increasing pressure to
increase the rates of annual charges.

Applying for an exemption

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

A completed LVT application comprises:

» For new Register entries (entrles coming on the Register at any time of the financial
year on or after 1 July): an LVT application detailing an estimate of turnover of the entry

in the current financial year.

—  This estimate is verified at the beginning of the following yer, through provision ofa
staternent of actual turnover, signed by a third party accountant {an approved person).
If this information is not provided within the prescribed timeframe (by 1 September),
or the turnover for the year was above the relevant threshold, the full annual charge for

the prior year becomes payable

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

= Forexisting Ragis;ér entries (entries on the Register at 1 July): an LVT application
containing a statement of actual turnover of the entry in the previous financial year.

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

September
— Noextension to this timeframe is available.

»  Applications are required to be made by the specified deadline for each financial year. Ifthe
deadline is missed for any reason, the sponsor must pay the full annual charge for entries on
the Register [rrespective of whether the goads 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 deadiine has been missed, the unplanned financial impact has
affected some sponsors.

5 Complementary Health Council Annual Report 2012
<http://www.chc.org.au/Resources/Documents/Annual%20Report/CHC%20Annual%20Report20Fina

20Published.pdf>
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Current operation of the exemption .

In 2013-14, 3,679 spansors were invoiced for annual charges relating to 77,591 Register entries
- totalling $100.478 milllon.

OFfthese, 1,001 sponsors applied for, and received, LVT exerptions (relating to 21,830 Register
entries), totalling $49.931 millicn.

The exemptions resulted In oet 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, LVT exemptions
and net annual charge revenue, based on the rates of annual charges that were applicable for the
2013-14 financial year.

Table 2: 2013-14 Actual annual charges revenue and LVT exemptions

(RY]
Exciptions

Al

[ larges

T
oS

Humberof Uity

Net
Annual
Charges

Anoid
Cliarges
Revenue

(A%

Exvinptions

Set Annnal
Charee
Revenne

Prescription 1,038 577

Medicines -
. | Blological

461

6,674,340

3710110

2,964,230

Prescription 13,652 | 9.027

Medicine - Non-

Biologlcal

4,625

52,696,720

34,844,220

17,852,500

Nan Prescription 3,769 | 1,399

[0TC) Medicines

2,370

4,816,620

1,793,100

3,023,520

Listed .
{Complementary)
Medicines

13,119 |} 4,500

8,619

12,407,480

4,247,860

8,159,620

Medical Device Class T | 22,126 702
(otherthan Class 1
Measuring and Class

1 Sterile}®

21,424

1,770,080

56,160

1,713,920

Medical Devices -
Other than Class [
L SLaeE N

23,240 | 5528

17,712

21,540,520

5,191,320

16,349,200

Other Therapeutic 647 97

Goods [OTG)

550

571,880

88,230

483,650

Tatal 77,591

21,830

55,761

100,477,640

49,931,000

50,546,640

€ The annual charge for a Medical Device Class 1 (other than Class1 Measuring and Class 1 Sterile) s much

less than the LVT application fce,
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What is the problem?

While a number of amendments have been made to the LVT eligibility threshold and application
requirements since the introduction of the scheme, the general nature of the scheme and its
primary ctiteria 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 companles making medical appliances whose turnover on a fiumber of praduct lines
might only be a few hundred or a few thousand dollars.

However, In the absence of any specific criteria in the Regulations about the size of the sponsor
responsiblé for the Register entry for which the exemption is claimed, the benefit extends to
companles of all sizes, and not only to thuse small companies whese turnover on a number of
product lines is low.

Contrary tu the intended objectives of the scheme, the main beneficiaries of the contemporary
LVT scheme are not small business. In any event, most schemes introduced by government to
assist small business help them enter the market, rather than stay in the market. Table 3 below
lustrates a summary of the gross annual chdrges, LVT exemptions and net annual charges for
the 20 highest invoiced sponsors (annual charges {nvoiced before any exemption is applied) in
2013-14. As demonstrated by the figures below, these sponsors now account for more than 50%
of all LVT exemption benefits. Furthermore, 11 of the 20 sponsors pay less than 509 ofthe gross
annual charges they each incur.

In contrast, a large number of small business sponsors, who generally only hold a few entries on
the Register, did not receive LVT exemptions. 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 because they didn't have an accountant. In other
cases it Is 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 [ (lowest risk) medlical devices (other than those in the sterile or
measuring function categories) the annual charge is much less than the LVT application fee.
Therefore, there {s no incentive to apply for an LVT exemption,

The sole criterion to access the current LVT scheme is that the value of the turnover of the
individual Register entry is below the threshold value. This criterion doesn't take into account
total turnover of the sponsor or the company size.
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Table 3: Top 20 Sponsors hy gross annual charges revenue lu 2013-14

Gross Annual Charpes LVT Exemptions Net Annual Charges

av [s 0 few fs 7 fav s

Top 20 Sponsors | 11,112 40,701,750 7,839 28,814,515 |3273 11,887,235
who receive LVT .
exemptions

Remaining 3,659 | 66,479 59,775,890 13991 |21,116485 |52,488 | 38,659,405
Sponsors.

Total | 77,591 100,477,640 | 21,830 | 49,931,000 -55;7‘1 50,546,640
Top 20 Spt;nsors 14% 41% 36% 58% 6% 24%
Remaining 3,659 | 86% 59% 64% 42% 94% 76%
Sponsors

Total 100% | 100% 100% | 100% 100% | 100%

Compliance with cost recovery principles

In 2002, the government [ntroduced a Cost Recovery Policy (the Policy) and issued the
Australian Government Cast Recovery Guidelines July 2014 (the Cost Recovery Guidelines)”. As a
cost recovered operatlon, the TGA is required to establish and maintain a system of fees and
charges that comnply with the Cost Recovery Guidelines.

The Cost Recovery Guidelines aim to ensure that fees and charges applied for government
services:

=  Are legally applied

»  Are cost effective to implement

e  Are cost reflective of the services performed

« Do not impede competition 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
ta TGA's past market activities are not paying their share of the costs associated with the
performance of these functions - these costs are paid disproportionately by sponsors of Register
entries for which the exemption is not claimed. Therefore, the current take up of the LVT scheme
leads to inconslstency with the Cost Recovery Guidelines.

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

inaddition, the benefit provided by the scheme seems to differ between groups of therapeutic
guods - the table below shows that the proportion of LVT benefit as a percentage of gross annual
charge revenue varies significantly from one group of thérapeutic products to another. For
example, LVT benefits claimed are only 24% of expected total gross annual charges revenue in
relation to medical device Register entrles; while for chemical prescription medicines the value

is much higher at 66%.

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

Type ol Therapeutic Good

Al
Charge
Revenue
4

LVr
Buenetit
Received
<

Fues Alter
LV
Ronelit

S

VT asa
"aul
Lirass
Reveoue
5

Prescription Medicines - Biological 6.6?4.340 3,710,110 | 2,964,230 | 56%
Prescription Medicines - Non- 52,696,720 34,844,220 .17,852,500 66%
Biological

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

Listed (Complementary) Medicines 12,407,480 4,247,860 | 8,159,620 | 34%
Medical Device Class | 1,770,080 56,160 1,713,920 | 3%
Medical Device ~ Other than Class { 21,540,520 | 5,191,320 | 16,349,200 | 24%
Other Therapeutic Gouﬂs {OTG) 571,880 88,230 433'650. 15%
Total - 100,477,640 | 49,931,000 | 50,546,640 | 50%

Administrative complexity and sponsor understanding of the processes

On the recommendation of the Australian National Audit Office (ANAQ), the scheme was
amended in 2009 to require sponsars to obtain third party certification of the reported turnover
of Register entries for which an LYT exemption was sought, to ensure the eligibility of claims for
exemption. :

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

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

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
eligibility. The validation processes comprised desk top reviews of sponsor records, and, for
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select sponsors, were complemerited by on-site validation meetings where further cross
verification of LVT related records was conducted. During these meetings, the TGA identified
repeat examples where sponsors had experienced difficulties in recording and accurately
reporting the actual turnover of Individual Register entries. Sponsors do not necessarlly capture
turnover by Register entry, other than to meet the requirerents of the LVT scheme, and small
business was disproportionately affected by these difficulties, given the smaller resource base
and reporting system support.

The process for new entries is more complex than for existing entries as it requires sponsors to
initially submit their applications on the basis of estimated turnover for the current financial
year; and then subsequently submit a statement of actuzl turnover, signed by a third party
accountant, in the following financial year. The process to verily the actual turnover of new
entries occurs at the same time that the sponsor must make their application for exemptjon for
existing entries, These two separate pracesses for new and existing entries, both with similar
informoation requirements (i.e. both require the sponsor to provide a statement of actual
turnover for the previous financfal year), have been canfused as being part of a single process.

As a result the TGA received-informal feedback that some sponsors do not seek an LVT
exemption because they consider the burden of preparing and submitting an LVT exemption
application to be more administratively difficult than the value of the exemption in cases.

Sponsors also expressed concern with the strict deadlines outlined in the legislation for LVT
applications for existing or new entries. [Fthe 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 areas of concern include the inflexible timing for annual LVT applications, the level
and determination of key financial parameters and the magnitude of difference in outcome
between products that are marginally eligible, compared to those that are marginally ineligible.

Why is government action needed?

Government action is needed because, as indicated above, there is no extant statement of policy
to guide the LVT scheme. Thé lack of a policy statement makes it difficult to objectively assess
the scheme's effectiveness or its contemporary relevance. The LVT scheme was introduced in
1990 and, as such, predates both the Natlonal Medicines Pollcy established in 1999 and the
Introduction of full cost recovery for the TGA in 1998. '

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

In 2009, the ANAO recommended that tighter controls be applied to verifying product eligibility
for the scheme. In response, the TGA introduced additional requirements related to independent
certification of product turnover values. While this has improved governance of the scheme, the
certification process triggers complaints from industry every year - especlally from small
business sponsors who claim it is an unnecessary administrative burden.

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

» [stherea contemporary need for an LVT scheme?
* [stherea problem to be solved by an LVT scheme?

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

RIS - Law value urnover exemption scheme Page 14 0f 52
V1.1 March 2015



Therapeutic Goods Administration

What policy options are being considered?
The framework in which the TGA must consider proposed policy options Includes:
1. Thatthe policy is consistent with the objectives of the Act

2. That ﬂ_wse who credte a need to regulate bear the cost of regulation and the scheme is
compliant with the Cost Recovery Guldelines

The proposed scheme is not inconsistent with the aims of the National Medicines Policy®

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

5. Thatit simplifies the administrative processes and its effectiveness; and
6. Thatlitshould reduce regulatory burden on industry.

Regulatory options

Option 1: status quo - retain the LVT scheme

This option would involve no change to currentarrangements. The scheme would continue In its
curreat form.

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, while 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 turmover

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

Option 3: cease the scheme
This non-regulatory option would involve the complete cessation of the LVT scheme.

RIS development

The following are the major decision points leading up to the development of the LVT RIS.
e In]uly 2012, the TGA released a plan for delivering reforms which were intended to:
—  deliver outcomes that responded to the (then) Government's recommendations

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

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

A National Medicines Policy
<http:/fwww.health.govau/internct/mal nfpubI:shm&nsﬁ[{!unmnt&1liondl+Medlc1nt!51Pultg
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The planincluded 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 ofthe low value mmoverexep!puon
scheme consultation paper which was issued for public consultation on the TGA website on
10 April 2014 (closing on 23 May 2014). The purpose of the consultation paper was to seek
stakeholders views on the following essential questions, before a decision about the
operation or the cessation of the LVT scheme was made:

a. [s therea contemporary need for an LVT scheme?
b. Is there a problem to be solved by an LVT scheme?
c. Arethere other options available to address the needs of businesses,

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

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

The draft LVT RIS responding to the all seven RIS questions was developed out of the initial
review and subsequent consultation with industry bodies and werking groups and was then
sent to the OBPR for First Pass Final Assessmentin 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 (n March 2015.

Consultation options not assessed in RIS

The “Review of the low value turnover exemption scheme” cansultation paper was released
publicly on 10 April 2014. The paper put forward five options to réform the LVT scheme.
Following the conclusion of the public consultation [on 23 May 2014], an initial assessment of
the submisslous received identified that:

Consultation Option 3 “Replace the LVT scheme with one that only grants exemptions for
Register entries which are not supplied to the Australlan market” in combination of some
features included in option 2; and consultation Option 5 "Cease the LVT scheme completely”
were each considered to be feasible options for achieving the Government’s objectives of
reducing red tape and regulatory burden.

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

RIS Option 2 is a composite of consultation Option 2 and consultation Option 3. Consultation
Option 2 “Retain the LYT scheme with some amendments” on {ts own was not consldered a
feasible option for achieving the Government's objectives because,

— implementatlon of Option 2 would not address cost recovery compliance issues arising
from the current LVT scheme

—  participation requirements for the LVT scheme would continue to be overly complex

and convoluted, particularly for businesses (e.g. small businesses) who may not have
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theé1 required financial or regulatory resources available to participate in the scheme;
an '

~ the administrative burden would not sufficiently decrease for industry thus missing the
point on red tape reduction objectives of Government.

Note. Deregulatory elements of consultation Option 2 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 “Replace the LVT schere with one
that only grants exemptions for Register entries which are yet to commerice turnover”.
Consultation Option 4 "Replace the LVT scheme with one that only grants exemptions for Register
eatries whera the sponsor Is a small business” was likewise not considered to be a feastble option
for achieving the Government’s objectives. The impacts of consultation Option 4 were not
further assessed In this RIS because:

Limiting the LVT scheme to small businesses (only) may force companies that do not
meet the criterion [of small business] to remove products from the Register which are
either not currently supplied to the Australian market or would not be viable to supply
if an annual charge is levied. This could create a public health risk by compromising
patients’ ready access to essential or unique therapeutic goods

I

— Allowing the LVT examption to small business, without any regard to turnover of their
products, would make the scheme Inconsistent with the Policy and Cost Recavery
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
LVT benefit

~  One industry assoclation 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 industry assistance scheme via the Department of
Industry and Science.

What is the likely benefit of each option?

Option 1: status quo - retain the LVT scheme

Concerns around the current LYT scheme, outlined in this paper, include {neffectiveness in
meeting its original objectives, inequity, administrative burden and Inconsistency with the Cost
Recovery Guidellnes. Whilst it is noted that there Is 2 widespread use of the scheme, given the
problems described with the current LVT scheme in achleving the original policy objective,
continuation of the scheme In its current form is not considered to be viable,

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

Option 2: replace tha LVT scheme with one that oniy grants exemptions
for Register entries which are $0 furnover entries

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

While we recognise that pharmacovigilance requirements apply after a product is first supplied
(which could feasibly be earlier than whea the product starts generating turnover), our
assessment is that most products would generate turnover at the same time as they commence
supply. Accordingly, no significant issue would arise from a cost recovery perspective as there
are minimal administrative costs In relation to maintaining the entry on the Register until the
entry is generating turnaver. This would better align with the principles of cost recovery.

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

Although several submissions to the public consultation did not explicitly support a single model
among those propesed for discussion, most submissions supported amendments to the LVT
Scheme and/or a scheme wherein exemptions from TGA annual charges be granted to those
therapentic goods which had not been supplied to the Australian market. The argument in
favour of this option was that the TGA doesn’t incur post rarket costs (through medicines and
devices vigilance progrims) unless and untif products are supplied to the market and therefore
an annual charge should not be levied on such products before that time.

Several submissions proposed thata self-declaration of sales turnover of a product seeking
exemption, (rather than a statement of tumover certified by a third party accountant) should be
sufficient for confirming a products' eligibility for an exemption. The submissions acknowledged
that a move to self-declaration would need to be complemented by an audit program by the TGA
to deter and identify any undesired behaviour.

This option would better align the operation 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 reliefto sponsors who have products which are yet to generate
turnover.

This option would provide administrative improvements to the scheme such as enabling
sponsors to self-declare thata product had $0 turnover in a financial year and thus qualify fora
low value turnaver’ (LVT) exemption, rather than requiring a declaration from an independent
accountant. Random and/or targeted audits by the TGA would be carried out to detect incorrect
declarations. A challenge of the current LVT scheme is that as part of the application and
validation process, sponsors are required to provide the TGA with the actual turnover of each
entry In respect of which an LVT exemption s claimed, though most businesses wouldn't
normally capture and report this information (i.e. by reference to a particular product). Under
this option, sponsors will be in a better position to make this declaration. '

It is estimated that appraximately 74% of the Register entries which are expected to be
exempted under the LVT scheme in 2014-15 would continue to be exempted under this
maodel up until first turnover.

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

. ? Entries for certain classes of medical devices can cover more than medical device provided they are the
same kind of medical device.
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reduced, However, some sponsors may choase 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 exemption was that most are readlly available with the
same active ingredient from muitiple sponsaors in the Australian market. If the removal of a
unique product from the Register by a sponsor did occur as a result of this change, and no
alternative product was readily available In the Australian market; patient access to such
products could continue via ather regulatory schemes such as the Special Access and Authorised
Prescriber Schemes. Additionally, the TGA will seek powers to waive the annual charge on the
basis of the interests of public health, to avold essential medicines and medical devices being
removed from the Register if the sponsor is not likely to continue thelr supply if an annual
charge were to apply.

As the proposed approach relies, move than the current LVT scheme, on sponsors to provide us
with accurate and timely information (particularly about when goods first generate turnaver),
an audit program would be developed to check and /or detect any deliberately or inadvertently
Incorrect declarations for claiming annual charge exemptions. This would Include situations
where TGA becomes aware that a preduct Is belng supplied, however no notification of turnover
has been provided by the sponsor and no annual charge has been pald.

Sponsors will be routinely reminded through the TGA website and the sponsor online service
portal to ensure their annual declaration of LVT Is made on time if the examption is to be
maintained. Moreover, it would be an offence under the Commonwealth Criminal Code to make
a lalse declaration. Sponsors will also be encouraged to provide accurate and timely disclosure
of their product turnover through penalties which will apply for false declarations. Penalty
provisions In the Regulations already allow for sponsors to be penalised 10 penalty units [where
each penalty point equals $170] for each false declaration; and, as the maximur 10 point
penalty may not bé sufficfent to detera false declaration on a higher cost annual charge (for
example, a biological preseription medicine annual charge which Is $6,585), we are proposing
that the exemption(s) for any affected entries would be cancelled back to the date of entry and
the applicable annual charges would become payable from the date of entry on the Register
or the date of cominenicement of the scheme, whichever is latec even if there Is evidence

of $0 turmover (again) in subsequent years,

Existing Therapeutic Goods Act provisions in section 31 (in relation to listed and registered
goods), section 32JA (in relation to biologicals) and section 42)A (in relation to medical devices)
enable the making of regulations to authorise the Secretary to require sponsors, at any time, to
provide information about the turnover of goods for the purpose of administering the exemption
scheme. It fs proposed that such regulations will be enacted as part of the new scheme, The
regulations will alse utilise existing offence provisions under those sections if the sponsor fails
to respond to such a request or provides information that is faJse or misleading in a material
particular. Such information would be sought by the Secretary to ascertain whether any
turnover had been generated. Failing to respond to such a request would also be grounds for
suspending or 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 exemptlons that were granted exemption with $0 turnover under the LVT

scheme] up until first turnover

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

The annual charge for some Register entries would be reduced

Resetting annual charges to differentiate between ‘innovator’ and ‘generic’ chemical
prescelption medicines will better reflect the difference in risk between the two types of
products and recognise that there are multiple sponsors for generic products. In addition, it
helps to mitigate the effects of the proposed changes on the sponsors of a range of Jow value
turnover products which will no longer qualify for an exemption under a $0 turnover
scheme

—  Full particulars of the proposal to reset chemlcal prescription medicines chargesare
detailed under ‘Other Amendments - Annual charges for prescription medicines
(chemical medicines)' (RIS pages 28 to 30).

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

This option would provide rellef from TGA annual charges to sponsors (businesses) of all
sizes until a good [s generating turnover. Existing entries could likewlse remain on the
Register without any annual charge, until they are generating turnover

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

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

The disadvantages of this option include:

-

Glven 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 report low turnover of their products will not receive an exemption.
However, current evidence indicates that small businesses are not the primary beneficlaries
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
Regulatory burden and cost offset estimate table

The regulatary burden measures the costs for business to comply with new regulations and the
savings [nvolved in removing regulation. By decreasing the 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
costs such as fees and charges applicable to sponsors.
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Average Anawal Repalatory Costs [lrom Basiness as usual)

Change In costs Business Community Individuals Total change [n
(Smlll_l-un} Organisations ; cost

Tatal by Sector -$3.0 s 5 -$3.0

Cost offset Business gnr;lal::;::zm Individuals Total by Source
[Oftset proposal]

Are all new costs affset?

O yes, costs are offset 01 no, costs are not offset @ deregulatary, no offsets required

Total (Change In casts - Cost offset) [?3.0 rmillion)

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
e 3,679 sponsors incurannual product charges (on the next 1 july) for existing entries on the
Register

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

e 77,591 existing ar new entries on the Register

« The TGA willinitially identify all current entries which are likely to be eligible for LVT
exemption (based on two previous year statements of actual turnover supplied in support
of LVT applications for 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

= Ittakes one hour once a year for one staff member to organise and pay the invoice for non-
LVT entries at a wage rate of $53.20 per hour

= B50 sponsors will renew their LVT rating with the TGA. This will take 4 hours at a wage rate
of $72.80 per hour

e 20sponsors will be selected for an audit each year. This will involve (including pre-audit
preparation and on-site participation) three sponsor representatives /staff members (e.g.
generally a Senior Regulatory Affairs Officer, Chief Financial Officer and /or Business
Manager; and a Senior Management Accountant) for approximately 12 hours ata labour
rate of $72.80 per hour /per staff member
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« 850 sponsors will notify the commencement of turnover (this is a voluntary optian). This
will be done 4 times per year, involve one staff member working for 4 hours ata wage rate

of $53.20

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

Deregulatory steps

o 2,829 businesses with existing entries will no longer need to assess actual turnover at the
end of the financial year. This task requires 8 hours of staff time at a pay rate of $72.80 per
hour

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

s 1,225 buslnesses with new entries will no longer need to aésess whether the estimated
turnover of their new eritries will be a low value turnover (for subsequent making of an
application for a new entry for the LVT scheme). This would involve one staff member
working for one hour 12 times per annum at a wage rate of $72.80

e 335 businesses with new entries will no longer need to estimate their turnover three times
per year when applying for the LVT scheme for the first tima for one hour at a wage rate of
$72.80 per hour

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

Option 3: cease the scheme completely
Under this option, it is expected that most sponsors would benefit from decreases in annual

charge rates.

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

Although cessation of the LVT scheme would result in a reduction in the rates of annual charges
and remove regulatory burden, there was limited support during consultation for the complete
cessation of the scheme. It was commented that discontinuation of the scheme may force
companies to remove some of their products from the Register which would nat be
commercially viable to supply ifan annual charge is levied.

Therefore an important consideration of this aption would be the expected cancellation by
sponsors of some entries, Ifa unique preduct was removed from the Register by a sponsorasa
result of this change, and no alternative product was available in 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 LYT exemptions, and
therefore the difficulty in setting annual charge rates, would be eliminated, improving TGA's
ability to forecast revenue and tie charges to operational costs, This would also assist sponsors
with their budget planning providing a lot more certainty and predictability around annual
charges. :

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

it is recognised that the following impacts may arise if this option were implemented:
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s  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 na separate relief from the cost of regulation for small business or in relation
to new therapeutic goods entering the market (which may, initially, have $0 turnover)
however, there is evidence to suggest that small businesses are not the primary
beneficiaries of the current scheme and may in fact benefit from lower annual charges

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

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

The complete cessation of the scheme would adversely impact small business as there would be
no rellef from annual charges until their products are supplied to the market Additionally, on
some occasions, the lag time between registration of the producz 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 O[fset Estimate Table

Averape Annuel Repulatory Costs (from Business as usial)

Change in costs Business Community Indfviduals Total change
[$million) Organisations im cost

Total by Sector -$34 $ $ -$3.4

Cost offset Business Community Indtviduals Total by
($million} Organisations Source
[Offset proposal]

Are all new costs offset?

r1yes, costs are offset 0 no, costs are not offset & 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
affect all 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.

RIS - Low value turnover exemptian scheme Page 28yl 32

V1.1 March 2015



Therapeutic Goods Administrcion

Who was consulted about the options and how?

On 10 April 2014, the TGA Issued the "Review of Low Value Turnover Exemption Scheme’
consultation paper through its webslte for consultation with sponsors and other interested
parties on the future operation of the scheme, In addition, the TGA wrate to peak therapeutic
industry asseciations asking them to bring this consultation paper to the attention of their
members and encouraged them to provide submissions. The six week consultation peried ended
on 23 May 2014.

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

Option 1: Retain the LVT scheme in its current form.
Option 2: Retain the LVT scheme, with some amendments to improve its efficiency.

Option 3: Replace the LVT scheme with one that only grants exemptions for Register
entries that are not supplied to the Australian market.

Option 4 Replace the LVT scheme with one that enly grants exemptions for Register
entries where the sponsor is a small business.

Dption 5: Cease the LVT scheme completely.

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

Almost all submissions commented that the current LVT scheme was complex and
administratively burdensome and that it was not desirable to continue the scheme n its current
form. Some sponsors, through their peak hodies, stated that due to the administrative costs of
preparing and submitting an LVT exemption application they do not take advantage of the LVYT
scheme. Most submissions supported change to the current LVT scheme.

Although several submissions did not explicitly support a single model among those proposed,
most submissions supported amendments to the LVT scherne and/or a scheme whereln
exemptions from TGA annual charges be granted to those therapeutic goods which are not
supplied to the market. The argument in favour of the latter option was that the TGA doesn’t
incur post market costs (through medicines and devices vigllance programs) where products are
notsupplied to the macket 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 ofa product seeking exemption, (rather than the one certifled by a third party

- accountant) should ba sufficient for seeking an exemption and may be complemented by
random audits. This view is reflected In Option 2. Additionally, Option 2 is compliant with the
Cost Recovery Guidelines and will minimise administrative burden for industry.

Although cessation of the scheme would potentially result In a greater reduction of the rates of
annual charges, there was limited support for this optlon. It was commented that
discontinuation of the LVT schemeé 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 ifan annual charge is levied.

One industry assoclation suggested that if government wishes to support small to medium
enterprises [n the therapeutic goods sector then this would more appropriately be done though
an industry assistance scheme via the Department of 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 LVT scheme
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provides rellef from annual charges for products with low 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 frotm the cost
it places on businesses the LVT 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 basig of a declaration of $0 turnover by the sponsor of
therdpeutic goods, rather than a third party accountant certification of annual turnover as exists
under the current LVT scheme. There would be no requirement to make an application or pay an
application fee for seeking exemption. A decision to approve the exemption by a delegate of the
Secretary would not be required. This would remove administrative complexities for hoth
sponsors and the TGA, reducing regulatory burden for Industry.

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

implementation of option 3 would result in a further administrative saving to industry when
compared with option 1 and 2 respectively.

While implementation of option 3 would result in maximum saving In administrative burden, it
is likely that the number of products which would be cancelled from the Register would be
significantly higher than the number of products to be cancelled under option 2 and access to
new therapeutic goods may be delayed. This could compromise the imely access of essential
therapeutic goods to patients and pase 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. Implementation of the proposed option would be consistent with the
framework in which a scheme is belng considered:

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

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

3. The scheme would'not be Inconsistent with the aims of the National Medicines Policy1?

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

5. [twould simplify the administrative processes and improve its effectiveness
6. [Itwould reduce regulatory burden on industry

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

12 National Medicines Policy
<http://www.heaith.gov.au/internet/main /pudlishing.nsf/Content/National+ Medicines+Palicy-1>
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Other amendments

Annual charges

This section deals with the impact of the review of the low value turnover (LVT) exemption
scheme on the rates of annual charges. The rates 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 exempted from annual charges.

In order to ensure full cost recovery of post-market functions, the rates of annual charges are set
taking into consideration the value of the exemptions to be granted In a financial year (50% in
2013-14 and increasing each year.as take up of the scheme increases, thereby putting pressure
on increases to the rates of annual charges). For example, in 2013-14, 3,679 sponsors were
involced forannual charges relating to 77,591 Register entries - tétalling $100.5 miltion, Of
these, 1,001 sponsors applied for, and recelved, LVT exemptions (relating to 21,830 Register
entries), totalling $49,9 million. The exemptions resulted in net anrual charge revenue of $50.5
million ~ only 50.3% of the invoiced annual charges in that year,

For 2014-15, we have budgeted annual charges revenue of $54.2 million from 57,618 Register
entries, after allowing for LVT exemptions of $55.8m from 24,439 entries, From 1 july 2015, the
current LVT scheme Is expected to be replaced with a new scheme under which exemption will
be given to those Register entries which have $0 turnover. [t is expected that around 74% of the
current LVT exempted entries would be exempt under the new scheme as those entries have $0
turnover. As annual charges would be paid across a broader number of Register entries the rates
of annual charge for some Register entries would be reduced for 2015-16. [tis likely that some
sponsors would choose to cancel some entrles on the Register where they are no longer eligible
for the exemption. While 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 509 of currently exempted entries which will no longer
qualify for an exemption under the proposed scheme.

Annual charges for prescription medicines (chemical medicines)

Different levels of charges have been set for different classes of therapeutic goods to reflect the
differing levels of risk.

For example, annual charges increase with the class of medical device from $80 for class {
devices to $1,210 for class 11l and AIMD devices. Similarly with medicines, there are different
annnal charges for listed medlicines, registered OTC medicines, biological prescription medicines
and non-blaloglcal {chemical) prescription medicines. However, the current scheme does not
differentiate charges for new chemical prescription medicines and those which have been in the
market for some time, and are thus off patent and are generic chemical prescription medicines.

The significant difference in annual charges for chemlcal prescription medicinestt {$3,955) and
biological prescription medicinesiz ($6,585), represents the difference in the levef of
pharmacovigilance required for the biological products and potentially higher costs (e.g. In
laboratory analysis of this class of products).

1 Prescription Medicines - Non-Biologics
12 Preseription Medicines - Biologics
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Some studies have shown that there 5 a heightened risk of adverse events from blologics
compared with other prescription medicines, huwever, the annual charges for ‘innovator’ or
recent to market chemical prescription medicines and generic medicines, which are based on
out-of-patent substances which have been in the market usually for some years, are cusrently
the same,

While recognising that the setting of charges to reflect the potential risk of a class of therapeutic
goods is an inexact sclence, in consultations on the reform of TGA annual charges (through these
proposed changes to tha LVT scheme), TGA was asked to review the levels of charges for generic
chemical prescription medicines for a number of reasons:

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

¢ TGA undertakes additional pharmacovigilance activities for new prescription medicines.
This includes the development and agréement of a Risk Management Plan, together with
annual Perlodic Safety Update Reports (PSURs). Since 2010, TGA has not required PSURSs for
generic chemical prescription medicines

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

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

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

The below tahle includes the proposed rates of annual charges, expected number of entries
paying annual charges and annual charges revenuc forecast for 2015-16.
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Table 5 Proposed reductions in annual charges, rates af annual charges and revenue forecast for

2015-16

Revenue

200415
danuual

b3

tharpe

Expected
COIries paaying
annuea) tlrges

Lt s

New
rate

Propuosctl
Peduction im
il charges

Projected
Levenn

Prescription Medicines - 3,319,485
Biologics
Prescription Medicines - 3,955 7Y 6,067,283
Non -Biologics (Innovators) i i

= o ey e T
Prescription Medicines - 3,955 4149 | o,y L5 23] 3,050 12655542
Non -Biologics (generics) o R ) ¥i

- 2,356 7
Registered Medicines (Other 1,350 3,180,784
than S4£S8) Annual Charge
Complementary Medicines 965 9,937 9,589,028
Device Class AIMD Annual 1,210 346 kK 397,987
Charge J -
o z ;‘i‘ Catget
Device Class [1l Annual 1210 2,589 ' 51 1150 2977221
Charge . .
iz I

Device Class ITb Annual 940 5156 . 5| .g%0| 4588449
Charge g b Tl P
Device Class Ila Annual 940 9462 ... “5| 80| 8420956
Charge e ) P
Device Class 1 Sterile 615 1858 | -| 65| tiazem
Annual Charge
Device Class 1 Measuring 615 385 = 615 237,029
Annual Charge
Device Class 1 Annual BO 21,962 - 80 1,756,949
Charge
Listed Devices Annual 1,350 22 -| 1,350 30,301
Charge
Listed Devices Annual 770 415 - 770 319,656
Charge IVD), Tampons &
Disinfectants
Registered Devices Annual 1.515 53 - | 1,520 80,603
Charge - (VD, Tampons &
Disinfectants
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Revene 2001 15 Expected Froposed N Prajected
Al CRICIES Paying teduction rade revene
Cluan e dunuabcharges  annual charges
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Registered Devices 2,650 7 =f" 2,650 19,139
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How will you implement and evaluate the chosen
option?

If the recommendation to implement the proposed exemption scheme Is appraved, the
Regulations and Charges Regulations will need to be amended. Section 44 of the Act allows for

amending of regulations to exempt a sponsor from the liability to pay an annual charge so long
as the turnover of an entxy 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 will be advised of amendments, induding the revised rates of
annual charges, through the TGA website and client service portal, 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 annual charges and exemption cycle each year.

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

system.

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

Therapeutic Goods Act 1989

44A Exemptions from liability to pay charges
Subsection 44A (1) states that the regulations may make provision for and in relation to:

a. exempting a person from liabillty to pay annual registration charge, annual listing
charge or annual charge for inclusion in the Register for a financial year (the current
year) if the person’s turnover of the therapeutic goods concerned for the financial year
specified In the regulations is of low value

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

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

Therapeutic Goods Regulations 1990 (current regime)™

Regulation 43AAB: definitions

Approved person

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

e  Aperson who is required to submit a statement signed by an approved person or

*«  Anemployee of that person.

Existing entry

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 turnaver (LVT)

Low value turnover means a turnover of not more than 15 times the annual registration charge,
the annual listing charge, or the annual charge for inclusion in the Register (other than the
annual charge for Inclusion of a biological under Part 3-2A of the Act) payable for a financial

year.,

New entry

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

Turnover (Therapeutic Good)

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

3 Note that the current LVT scheme does not apply to biologicals.
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Regulation 43AAC: Application requirements

Subregulation 43AAC (1) states that for section 444 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 (n the Register can apply to the Secretary for an exemption from liability to pay
the charge for the current financial year on the ground that the turnover of that good for the
applicable financtal yearis a low value turnover.

Subregulation 43AAC {2) states that the application must be:
a. inwriting, In a form approved by the Secretary; and
b. accompanied by:

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

il, fora new entry - a statement of estimated turnover of the therapeutic good for the
current financlal year; and

iti. subjectto regulation 45A, the fee payable; and
¢. received by the Secretary:
i. foran existing entry - before 2 September of the financial year; and

il foranew entry - atleast 21 days before the date far payment of the charge
mentioned in regulation 43AAA.

Subregulation 43AAC (3) states that the statements mentioned in subregulations
43AAC(2)(b)(i) and (ii) must be in 2 form approved by the Secretary.

Regulation 43AAD: Decision by the Secretary — exemption application

Subregulation 43AAD (1) states that within 21 days after receiving an application under
subregulation 43AAC (1), the Secretary must:

a. declde whether to grant the exemption; and
b. give written notice to the person of the decislon; and
c.  ifthe 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 after the notice is given under subregulation 43AAD (1)(b); or
ii, the date mentioned in paragraph 44 (1)(b) of the Act'4; and
b. foranewentry- wi-thln the later of:
i. 14 days after the notice is given under subregulation 43AAD (1) (b); or
ii. The date mentioned in regulation 43AAA™,

" This is 1 October.
15 This s the last day of the second month after the month when the goods were entered in the Register.
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Regulation 43AAE: Actual turnover — new entries in the Register

Subregulation 43AAE (1) requires that ifan exemptloi has been granted under sub regulation
43AAD (1) fora new entry in the Register based on the estimated turaover of a therapeutic good
for a financial year (the currentyear), the person must give to the Sectetary by 1 September in
the following financial year (the following year):

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. astatement, signed by an approved person, in a form approved by the Secretary, of the
actual turnover of the therapeutic good for the current year.

Note, [f the current year is financial year 2013-14, the following year is financial year 2014-15,
The statemeat, signed by an approved person, detalling the actual turnover of the new entry In
2013-14 would therefore need to be received by 1 September 2014.

Subregulation 43AAE (2) states that before 1 September in the following year, the person may
apply In writing for, and the Secretary may agree to, an extension of up to 28 days after the time
mentioned in Regulation 43AAE (1) for giving the information. '

Subregulation 43AAE (3) states that if the person does not give the {nformation to the
Secretary within the time mentioned in Regulation 43AAE (1) or within the extended time
agreed to by the Secretary under Regulation 43AAE (2):

a. the exemption is taken to be cancelled on 30 September in the following year: and

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

Regulation 43AAF: Decision based on actual turnover

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

a. decide whether the actual turnover of the therapeutic goods was low value; and
b. give the person notice of:
i. thedecision; and

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

Subregulation 434AF (2) states that If the Secretary decides that the turnover of the
therapeutic good for the finaneial year was not a low value turnover and gives the person a
notice under subregulation 43AAF (1) (b), thea:

a. theexemption is cancelled; and

b. the person who recelves 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,
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Annexure B — Regulatory burden measure

Assumptions

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

Step Deseniption Spransu? S Mooal Sponsoer

Sponser
No. Lk tizme Spunsis hewn by lotal cost

[hmnns) allected rale

1 A new therapeutic product is listed, registered orincluded | Yes No 0.00 1,560 Not Applicable $0.00
on the Reglster. An ARTG number Is assigned to the product - TGA Only

2 The full year annual charge is incurred (per ARTG No.) effective | Yes No 1 0.00 NotApplicable | 0.00 $0.00
from the date of isting. registration or Incluslon on the Register - TGA Only

3 TGA Financial Services Issues a tax invoice to the sponsor forthe | Yes | No 0.00 1,560 NotApplicable | 0.00 $0.00
applicable annual charge : -TGA Only ,

3 Sponsor assesses that the estimated turnover of the new No Yes 1.00 1,225 Managers 72.80 $72.80
entry for the current financial year will not be alow value : (including
turnover. (average 7 new entries per sponsor) accountants)

5 Sponsor pays the annual charge for the entry. No furtheraction | No Yes 1.00 41,225 Clericaland . 53.20 $53.20
is required. Administrative

- Workers -
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Descriplivn

Spunsar
Lash

Spunset
rne
(hours)

Nonl

Sponsaes

allected

Spnnsor
houris
rate

Spunsoy
total cost

6 Sponsor assesses that the estimated turnover of the new No 7| Yes 1.00 335 Managers 72.80 $72.80
entry for the current financial year will be alow value (including
turnover. {average 7 new entries per sponsor]) accountants)
7 Sponsor prepares an LVT application for the new entry which Na Yes 4.00 335 Managers 72.80 $291.20
must be accompanied by (a) a statement of the estimated : (including
turnover of the therapeutic good for the current financial year accountants)
and signed by the person liable to pay the charge; and (b) '
payment for the LVT application fee.
8 The sponsor submits the completed LVT application to the TGA. | No Yes 0.50 335 Clericaland 53.20 $26.60
The application must be received at least 21 days before the date Administrative
for payment of the applicable annual charge. There is no Waorkers
extenslon if the application is not made in ime.
9 The TGA Delegate assesses the LVT application. If approved, a Yes No 0.00 Not Applicable { 0.00 50.00
letter is Issued 1o the sponsor with a credit note for the = TGA Only
exempted charge. As a new entry LVT exemption, the approval is
conditional that the sponsor must provide by 1 Septemberin the
following year, a statement, signed by an approved person,
detailing the actual turnover of the entry in the year the entry
Wwas a new entry.
9.1 The sponsor LVT application is not received at least 21 days Nfa N/fa 0.00 NotApplicable | 0.00 §0.00
before the date for payment of the applicable annual charge. The - TGA Only
LVT application cannot be approved {Return to step 5)
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Descriplion

Spuonsoer
fask

Sponsor
tine
[ s

Naval
Spurnsors

alle gl

Sponsng
Lievineds
rale

Spunsnr
total cost

10 Validation reviews of new entry LVT exemptions Yes No 0.00 Not Applicable | 0.00 $0.00
commences on 1 July in the following year. The validadan - TGA Only
review involves the TGA writing to all affected sponsors to
remind them their obligations to supply a statement of
actual turnover by 1 September.
11 The sponsor extracts the actual urnaver of the entry from (e.g) | No Yes 8,00 335 Managers 72.80 $582.40
their sales/ finance system and records iton a ‘statement of {including
acrual rnover’ form (approved by the Secretary) and then accountants)
must have the actual turnover verified by an approved person. If
satisfled, the approved person signs a declaration that the
turnover reported is the actual turnover of the entry. The
sponsor sends the completed statement to the TGAby 1
Seprember 2014
11.1 The spansor cannot supply a statement of actual turnover by 1 Yes Yes 1.00 24 N/a - Non- n/o n/a
September and applies in writing for an extension {up to 28 days). - compliance
Ifreceived before I Septembar, the TGA approves the extension to matter
29 September (23 out of 334 sponsors (or 79) applied for
extensions in 13-14)
12 The TGA Delegate assesses the actual mrnover of the new Yes No 0.00 280 Not Applicable | 0.00 $0.00
entry was a low value turnover, The exemption is confirmed - TGA Only
under regulation 43AAF,
13 The sponsor is notified by the TGA in writing that the exemption | Yes No 0.00 Not Applicable | 0.00 $0.00
is confirmed and no further action {s required. -TGA Only
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Ltescriptinn Spunsar Spunsar Mool Sponsas Spunsm
Lask e Suesnnrs hedy lotal cost
[heouts) allected rate

14 The TGA Delepate assesses the actual turnover of the new Yes No 0.00 Not Applicable | 0.00 $0.00
entry was not a low value turnover (Le. > 15 times the -TGA Only
amount of the charge for that entry), The exemption is
cancelled under regulation 43AAF,

15 The sponsor is notified by the TGA In writing that the exemption | Yes Yes 1.00 45 Clericaland 53.20 $53.20
is cancelled and the annual charge is {(now) payable by 31 Administrative
October. The sponsor pays the tax invoice for the annual charge. : Workers

16 The sponsor does not supply the statement of actual Yes No 0.00 Not Applicable | 0.00 $0.00
turnover by 1 September. The exemption is cancelled under -TGA Only
regulation 43AAE,

17 The sponsor is notified in writi rig that the exemption s cancelled | Yes Yes 1.00 10 Clerical and 53.20 $53.20
under regulation 43AAE for failure to give information and the Administrative
annual charge Is (now) payable by 31 October, The sponsor pays Workers
the tax invoice for the annual charge, ;
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Option 1 - existing register entries (on the Register on 1 July each year)
[One action [ANNUAL INVOICE] per year)

Step Descriplion Spoensor Sponsor Na ool Spemsin Spansor
N, task Linne Sponsar s Ly 1ol
{hours) degled Ut Lok
1 All existing entries on the Register on 1 July incur the applicable | Yes No 0.00 Not Applicable | 0.00 $0.00
full year annual charge(s] -} - TGA Only
2 ‘TGA Financial Services issues a tax invoice to the sponsor for the Yes No 0.00 3,679 - Not Applicable | 0.00 $0.00
. applicable annual charge(s). -TGA Only
3 Sponsor assesses that the actual turnover of the existingentry | No Yes 8.00 2,829 Managers 72.80 §582.40
in the previous financial year was not a low value tumover [Le. (Including
>15 times the annual charge for the entry). {(average 18 accountants)
existing entries per sponsor)
4 Sponsor pays the annual charge(s) for any non-LVT entry/entries. No Yes 1.00 2,829 Clericaland: 53,20 $53.20
No further action is required. Administrative
Workers
5 Sponsor assesses that the actual turnover of the existing entry | No Yes 8.00 850 Managers 72.80 $582.40
in the previous year was low value. The sponsor extracts the (including
actuzl turnover of the entry from (e.g.) thelr sales/ finance accauntants)
system and records it on a ‘statement of actual nunover’ form
{approved by the Secretary) and then must have the actnal
turnover verified by an approved person, )l satisfied, the
approved person signs a declaration that the turnover reported
was the actual turnover of the entry. (average 18 existing
entries per sponsor)
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Description

Spansar
1isk

SEonsoi
e
(hours)

N ot

Speinaii s

alected

Spryiasin

T by
rale

Spousor
tatal

vost

6 Sponsor prepares an LVT application for the existing entry which No Yes B.00 850 Managers 7280 $582.40
must be accompanied by (a) the statement of the actual turnover, (including
signed by anapproved person, and (b} payment for the LVT accountants})
application fee ($150 per entry in 12-13, to a maximum fee of
$15,000 for 100 or more LVT exemptions).

7 The sponsor submits the completed LVT application to the TGA. The | No Yes 1.00 850 Clericaland 53.20 $53.20
application must be recelved before 2 September. There is na Administrative
extension if the application is not made in dme. Workers

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

8 The TGA Delegate assesses the LVT applicationIf approved, a Yes No 0.00 Not Applicable | 0.00 $0.00
letter is issired to the sponsor with a credit note for any -TGA Only
exempted charge(s).

9 Sponsor pays the annual charge(s) for any non-LVT No Yes 1.00 850 Clericaland | 53.20 | $53.20
entry/entries. No further action is required, Administrative

Workers
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Option 2 - $0 turnover scheme ~ transitional entries
(One action JANNUAL INVQICE] per year)

Siep Nuo. Nescription Spanser  Spensor Nooof Spensoer Spinsm

Lask Linne b T[T {EYRTRY heom s tatal st
thours)  abttedcted Pt

1 TGA will identify all entries which may be eligible foran Yes |No 0.00 3,679 Not Applicable | 0.00 $0.00
initial LVT Exemption -TGA Only

Entries on the Register 1 July 2014 - To qualify for an LVT
exemption, an entry which was listed, registered or included on
the Register on 1 july 2014 must have been approved for LVT
exemption in 2013-14 and 2014-15 and have had $0 value
turnover.

The LVT approvals in 2013-14 and 2014-15 were made on the
basis of the sponsors statement(s) of actual turnaver (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 LVT exemption).

2012-13 and 2013-14 data arising from the 2013-14 and
2014-15 LVT exemption approvals has been
collated/analysed, with all eligible (pre-1 July 2014) entries
short-listed for automatic LVT exemption when the scheme
commences on 1 fuly 2015,
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Step Na.

Descriptivn

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

s they will retain any exemption for 2014-15
= they will be required to pay the annual charge for 2015-16
»  they will be invoiced for the annual charge for 2015-16.

Entries added to the Register between 1 May and 30 June
2015 -

An entry which is first registered, listed or included on the
Register on or after 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 LVT exemption scheme (and thus automatically qualify for
LVT for 2015-16). In practice, we recognise the sponsor would
have been required to apply for LVT (and pay the LVT application
fee) for the 2014-15 annual charge by the time the LVT scheme
terminates, Sponsors will still be required In the nextannual
cycleto declare $0 turnover for 2015-16 in order ta retain the
exemnption for that financial year.

Deemed entries will qualify as eligible for LVT exemption
until (a) the entry generates turnover and the sponsor .
notifies the TGA of that turnaver; or (b) the LVT exemption is
renewed (or cancelled) following the pext annual (turnover
status) renewal declaration which is due by 22 July In the
next financial year (Le. 22 July 2016)

TGA Spunser Sposan Nua?r Sponsor SpPusisegg

Lisk Lk time Spensors (TR tutal vust

(houts}p  atiected tale
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Slep Xn

Deseription

Transitional entry is not pre-qualified for exemption: A full
year annual product charge rax Invoice will be issued for the
current 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.

Yes

Sponsor

Lash

No

Sponsag
Lime
Lhouis?

0.00

Sonlf
Spoanso s

aleatend

2,829

Not Applicable
=TGA Only

Sl
Lourky
Tale

0.00

Sponsor
tatal cost

$0.00

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

N/a

N/fa

0.00

£0.00

The sponser pays the applicable product charge invoice. No
further action Is required unti} the next full year annual product
charge is incurred.

No

Yes

1.00

2,829

Clerical and .
Administrative
Workers

53.20

$53.20

The sponsorof an essential good applies for a waiver of the
charge for that financial year on the basls that (a) itis in the
interests of publlc health for the product to remaln on the
Register {b) it would be commercially unviable for the sponsor to
berequired to pay the for that financial year. The matters to be
taken into account in assessing the public health Interest include
the population that use the relevant goods, the likelthood of the
goods being available through alternative means if the entry was
cancelled at the request of the sponsar, the clinical needs ofthe
users and the goods and the reasonable availabflity of
alternatives and any relevant health risks,

Yes

Yes

1.50

85

Managers
(including
accountants)

72.80

$109.20
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Description Sponsee Speasor No of Sponsur  Spons
luak Lhibne Sy ey tutal cost

(heuis)  atecied rate

6 Transitional entry is pre-qualified forexemption: The No Yes 1.00 850 Clericaland 53.20 $53.20
sponsor will not receive a tax involce forany entries which are ' Administrative
'$0 turnover”. The LVT exemption will remaln in force until the Workers

sponsor subsequently notifies the TGA that the entry has
commenced generating turnover or fafls to make the spansors’
annual (mover status) renewal declaration by 22 July In the

next financial year.

7 Sponsor annual [turnover status) renewal declaration - all No Yes 4.00 850 Managers 72.80 $291.20
sponsors who were exempt from paying a charge foran entry in (including
the previous financlal year will be required to declare thatthe accountants)

entry had "§0 turnover’ in that year within 21 days from
commencement of each subsequent finandial year to ensure it
retains its annual charge exemption for that previous year. 1fthe
sponsor does not make such a declaration, they will be invoiced
for the charges for the previous financial year and also for the
current year. Both amounts are payable by 15 September.

8 ’| Auditand monltoring program of ‘30 turnover' entries (The Yes | No 0.00 200 Not Applicable | 0.00 $0.00
program will seek to review 20% of sponsor claimsannusily (for - TGA Only
100% coverage of claims every five years). The desk top audit
and monitoring will be used ta identfy and short-list sponsors
for auditto verily the turaover status of §0 turnover. The TGA
will exercise powers in the Regulations to require the sponsor to
provide information about a sponsors’ turnover for the purposes
of the administration of the LVT scheme.
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Step Ko,

Descriplion

Onsite audit of '$0 turnover’ Entries - The program will seek to
conduct onsite audits with 2% of sponsors annually. Based on
previous audit activity between 2007 and 2012, the costing
assumes 3 Manager or equivalent sponsor participants ineach
audit

Yes

Sponsnre

Lasic

Yes

Spisnn
Luny
{hours!

12.060

20

Managers
(Including
accountants)

S ain
ety
baler

7280

Sponsan

tobal cost

$2,620.80

10

Sponsor declaration of turnover - upon receiving the sponsors’
notification that an entry has commenced generating turnover,
the annual product charge exemption will cease and the full year
product charge will be levied for the year in which tumover was
generated

Yes

No

0.00

Not Applicable
- TGA Only

0.00

$0.00

11

ANNUAL CHARGES INVOICING SCHEDULE
Monthly Invoices - $0 turnover entries generating turnover
during a financial year

Tax Invoices will be issued (monthly) after a sponsors voluntary
notification (during the current financlal year) that a $0 turnover
entry has commenced generating turnover In that financial year.

Example (Monthly Invoices): A $0 tumnover entry commences
generating turmover on 1 October. The sponsor notifies the TGA
that the entry is now a non-LVT entry [Note. if the sponsor does
not voluntarily natify the TGA of turnover during the year, the
sponsor will be invoiced for the year when the sponsor does not
makea a $0 mirnover declaration due by 22 July In the next
financial year].

Yes

No

0.00

Not Applicable
- TGA Only

0.00

30.00
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Descriptum Sponsor Sponsor Aot Sponsns Spomsur

Lish Lt Spensars Beuarly total cest
(hours]  alkected Yale

Where a sponsor notification of turnover s recefved duringa
financial year (l.e. at any other time than a corapulsory annual
{turnover status) renewal declaration by 22 july In the next.
financial year), an Involce for the applicable full year annual
charge will be Issued in the next monthly invalce run,

{f a compulsory annual (turnover status) renewal declaration of $0
turnover [s not lodged with the TGA by 22 July in the next financial
year, icwill be assumed that the entry was non-LVT in the previous
financial year and the applicable annual charge will become
payable for that year together with the charge for the currentyear.
Both will be payable by 15 September.

Annual involcing ‘Non-LVT entries’- Entries which are non-LVT
on the next 1 July Incur the full year annual charge. Annual
involces are issued in July for payment by 15 September (and
again each year thereafter until the entry-is cancelled from the

Register).
12 Sponsor pays the applicable annual product charge involce. | No | Yes 100  |850 Clerical 53.20 $53.20
’ No further action is required until the next full year annual and
product charge Is incurred. Administr
ative
Workers
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Option 2 - $0 turnover scheme — new entries
{Up to four actions [MONTHLY INVOICE(S)] per year)

Step Deswniption
Ao

Spunsine

Lash

Sponsor
Lite
Liwnry)

Na ol

Nponsn s

A ITRINH

Spnnsaon

[EHTTIR IS

1aaber

Sponsnr
tatal cos

A pew therapeutic product is listed, registered or Included on Yes No 0.00 1,560 Not Applicable | 0.00 $0.00
the Register. An ARTG number Is assigned to the product -TGA Only
A new entry an the Register {on or after 1 July 2015) will be Yes No 0.00 0 Not Applicable | 0.00 $0.00
classified as LVT until the sponsar declares otherwise through - TGA Only
the online portal or by paper form. (average 6 new entries per
sponsor)
When an entry is becomes a non-LVT entry, the full year annual ‘No Yes 1.00 1,225 Managers 7280 $72.80
charge is incurred (per ARTG No.) effective from the financial year {including
when turnover was generated accountants)
TGA Financial Services issues a tax invoice to the sponsor for the Yes No 0.00 Not Applicable | 0.00 50.00
applicable annual charge -TGA Only
Sponsor pays the annual charge for the entry. No further action is No Yes 1.00 1,225 Clerlcaland 53.20 $53.20
required, Administrative
Warkers
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Nescription Sponsar Spunaui Nl Spansur  Spunsor

Lask time Spsers hisnety tnla: cost
{hours) allected bate

Spansor assesses that the turnover of a new entry Is $0 No Yes 1.00 335 Managers 72.80 §72.80
turnover. [average 7 new entries per sponsor) {including
No action Is required by the sponsor of the new entry until (a) the accountants)

entry commences generating turnover or (b) the next annual
{turnover status) renewal declaration of $0 turnover is required (by
22 july in the next financial year).

The LVT exemption will remain in force for an entry until the
sponsor subsequently notifies the TGA that the entry has incurred
turnover (subject to the sponsors’ annual declaration [detalled
below] within 21 days of commencement of the next financial year
that an entry did not generate any turnover in the previous yearand
therefare continues to be eligible for an LVT exemption).

Sponsor provides an annual (turnover status) renewal No Yes 100 33s Managers 72,80 §72.80
declaration - in order to maintain 2n LVT exemption for an entry, (including
the sponsor wlll be required to complete an online declaration that accountants)

the entry did not generate turnoverin the previous financial year by
| 22]uly. If such a declaration is made, no further action is required
until the next annual update js required (the next financlal year) or
the TGA Is.notified of turnover {whichever comes first).

Sponsor does not provide an aanual (tnrnover status] renewal | No No 0.00 - NotApplicable | 0.00 $0.00
declaration - If a sponsor fails to provide 2 $0 turnover declaration ’ -TGA Only
by 22 July in the next financial year, the annual charge examption
Wl cease and the applicable annual product charge will be payahle
in relation to the previcus financial year. (For example, an update
required by 22 July 2016 relates to FY2015-16 - fallure to provide an
update will Incur the 2015-16 annual charge, and by default will also
incur the 2016-17 annual chavrge (as 16/17 commences on 1 July
2016]. Both amounts would be payable by 15 September.
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p

Deseripting

Sy

Lask

Spiain

tuny
(hoars)

Sl
Spuotisars
afivcted

Spaotisar
bt s
yabee

Sponsee
Listal ciisl

0.00

TGA Financial Services Issues a tax Invoice to the sponsor for the Yes No - Not Applicable | 0,00 $0.00
applicable annual charges. - TGA Only
Sponsor pays the annual charge(s) for any non-LVT entries. No | No Yes 100 335 Clericaland 53.20 §53.20
further action is required until the next full year annual product Administrative
charge is incurred. Workers
Sponsor notifies that an LVT entry has commenced generating | No Yes 1.00 335 Clericaland 53.20 $53.20
turnover - Sponsors will have the option of notifying the TGA when Administravive
an entry [subject to an LYT exemption] generates any turnover, Workers
Upon receiving the notification, the annual charge exemption will
cease and the full year charge will become payable for the year in
which turnover was generated,
TGA Financial Services issues a tax Invoice to the sponsor for the Yes No 0.00 - Not Applicable | 0.00 $0.00
applicable annual charges, -TGA Only
Sponsor pays the annual charge(s) for any non-LVT entries. No | No Yes 1.00 a3s Clericaland 53.20 §53.20
further action is required unti! the next full year annual product Administrative
charge Is [ncurred. Workers
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Therapeutic Goods Administration

Descriplion

ANNUAL CHARGES INVOICING SCHEDULE
Monthly invoices - §0 turnover entries generating turnover
during a financial year

Tax invoices will be issued (monthly) after a sponsors voluntary
notification {during the current financial year) thata $0 turnover
entry has commenced generating turnover In that financlal year.

Exanaple (Monthly Involces): A S0 turnover entry commences
generating turnover on 1 October. The sponsor notifies the TGA by
22 Qctober that the entry Is now generating turnover

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

Where a sponsor notification of turnover is recelved by the TGA
during a financial year, an involce for the applicable full year annual
charge will be issued in the next monthly invoice run (l.e. as per the
example above, if turnover is recorded fora $0 turnover entry on 1
October, the sponsor may declare the tarnover by 22 October for
invoicing on 7 November for payment by 7 December)

Ifa compuisory annual (turnover status) renewal declaration of 50
turnover is not completed by 22 July in the next financial year, it will
be assumed the entry wos non-LVT in the previous financial year and
the applicable annual charge will become payable for that year
together with the charge for the currentyear. They are both payable
by 15 September.
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Annual invoicing ‘Non-exempt entries’

Entries whichare non-LVT on the next 1 july incur the full year
annual charge. Annual invoices are issued In July for payment within
30 days (and agaln each year thereafter until the entry is cancelled
from the Register).
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Therapeutic Goods Administration

Option 3 - cease the scheme
{Up to 13 actions [ANNUAL INVOICE + MNTHLY INVOICES] per year)
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1 Existing Register entry (at 1 July): If the entry Isan existingentry | Yes | Ne 0.00 NotApplicable | 0.00 $0.00
; on the Register at 1 July, the full year annual charge is incurred. - TGA Only

2 TGA Financial Services issues the sponsor an existing entry annual Yes |No 0.00 Not Applicable | 0.00 $0.00
charge invoice for the applicable annual charge in July for payment - TGA Only
within 30 days.

3 The sponsor pays the applicable annual charge. No further acton s No Yes 1.00 3679 Clericaland . {5320 $53.20
required until the next full year annual charge is incurred on the (next) Administrative
1 July, : Workers

4 New Register entry: If the entry is a new entry in the Register,the | Yes | No 0.00 Not Applicable | 0.00 $0.00
full year annual charge is incurred for the year the entry is a new - TGA Only
enwy,

5 TGA Financial Services issues the sponsor a new entry annual charge Yes | No 0.00 Not Applicable | 0.00 $0.00
invoice for the applicable annual charge. New entry annual product ~ TGA Only
charges involces are Issued to sponsors’ on a monthly basis.

6 The sponsor pays the applicable annual charge. No furtheraction Is Ne Yes 100 1,560 Clerical and 53.20 $53.20
required until the next full year annual charge is Incurred on the (next) Administrative
1 July, . | Workers
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Glossary of terms

Definitions of key terms used in this consultation paper are provided in this section to facilitate a
commen understanding of the key issues and proposed options.

Australian Register of Therapeutic Goods (the Register): The Register Is the publicly
accessible reference database of the therapeutic goods available in Australia, The Register is
available online https: //www.ebstea.govay. It provides information on therapeutic goods that
can be supplled in Australiaand Includes the product and sponsor name and other basic
Information about the goods. It is not intended to provide guidance, advice or recommendations
on those goods. It s an offence under the Therapeutic Goods Act fora person to Importand
supply or manufacture and supply therapeutic goods in Australia unless they are entered in the
Register in the name of that person (or the goods are otherwise exempt or approved by the

TGA).

Therapeutic goods: Therapeutic goods Include prescription, over the counter and
complementary medicines, medical devices and blood and biological goods that are required to
be entered on the Register.
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PO Box 100 Woden ACT 2606 Australia
Email: info@tga.povau Phone: 1800 020 653 Fax: 02 6232 8605
http://www.tga.gov.au
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Australian Government ~

Department of Heakth
Therapeutic Goods Administration

Mr Jason McNamara

Executive Director

Office of Best Practice Regulation

Department of the Prime Minister and Cabinet
1 National Circuit

BARTON ACT 2600

Emallk: helpdesk@obpr.gov.au
Dear Mr McNamara

Regulation Impact Statement -final assessment second pass

| am writing in relation 1o the atiached Regulation Impact Statement (RIS) prepared for
the Low Value Turmover (LVT) Exemption Scheme. The regulatory burden to business,
community organisations and/or individuals has been quantified and offsets have been
identificd and quantified using the Regulatory Burden Measurement framework, These
have been agreed with your office.

[ am satisficd that the RIS addresses the three key comments raised by your office and
notified by Mr Tony Simovski in his leiter of 27 February 2015:

e The RIS states the reasons that consultation opiions 2 and 4 were not congidered
to be feasible options for achieving the Government's objectives and how thesc
conclusions were made.

s The RIS explicitly discusses the impact of each RIS option on small businesses.

e  The RIS provides a description of the proposal’s development at cach major
decision point,

Accordingly, [ am satisfied that the RIS now meets best practice consistent with the
Ausiralian Gyvermmnent Guide to Regulation.

I submil the RIS to the Office of Best Practice Regulation for formal final assessment,
Yours sincerely
}j Professor John Skerritt

Natienal Manager, Therapeutic Goods Administration
Deputy Secretary, Department of Health

/3 March 2015
PO Box 100 Woden ACT 2608 ABN 40 239 406 804 Health Safety
Phane: 02 6232 8444 Fax: 02 6203 1805 Emal: 1nfo@@ga,g0v.au Regulation
hitp:/ .1ga.gov
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Department of the Prime Minister and Cabinet
Office of Best Practice Regulation

Reference: 17309

Telephone: 6271 6270
e-mall; helpdesic-opbr@pane. gov.au

Adj Prof John Skerritt

Netional Menager, Therapeutic Goods Administration
Deputy Secretary

Department of Health

Dear Professor Skerritt

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

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

-pxacnce regulation requuemcnts i

* The proposal: se,cksmmikeamendmmts to the LVT Excmphon Scheme in order to betier
align the scheme with the Government’s Cost Recovery Guidslines, and to reduce the
édministritive qomplexnx‘of tho scheme. The most significant change to the scheme is that
.exemptions from paying| ‘the annual regulatory charge will only be granted for Register
entries which are yet to commence turnover, compared with the current situation which
ullowsexempuonsfurkcglstercnh:u with turnovers less than 1.5 times the value of the
annual charge.

The changes are estimated 1o result in a reduction in administrative costs of approximately
$3 million per annum, and reduce the cross subsidy between those register entries that
qualify for the exernption and those that do not.

The Office of Best Practice Regulation (OBPR) assesses RISs for consistancy and sdequacy
- 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 RIS (addressing all seven elements) to the OBPR for final assessment before the
decision-maker considers the RIS.

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

1 National Circult, Barton ACT 2600 « Telephona 02 6271 6270 » Intemet www.obpr.gov.au



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

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

Additionally, the OBPR maintains a RIS website and RISs are published as soon es
practicable following a regulatory decision being publicly announced. We would appreciate
you advising us when a decigion on this proposal i3 announced, and forwarding a final copy
of the RIS in Microsoft Word .doc format in a form meeting the Australian Government's
Web Content Accessibility Guidelines. We suggest liaising with your web' services team to
ensure these guidelines arc met. The OBPR should be consulted if the RIS is amended. It is
the agency preparing the RIS, not the OBPR, which is responsible for the content of the
published RIS,

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

Please retain this letter as a record of the OBPR’s advice. Our reference number for this
issue is 17309. If you have any further queries, pleas&'do not hesitate to contact me.

Yours sincerely

(YR

Tony Simovski
A/g Deputy Bxecutive Director
26 March 2015








