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NATERA, Julian

From: Nicole MclLay <Nicole.McLay@1tga.gov.au>

Sent: Monday, 11 May 2015 5:07 PM

Subject: FW: URGENT response; MC15-007924 [SEC=UNCLASSIFIED]
Attachments: MC15-007924 - Williams.pdf

Hi Vinod and Phillip

Did you at one stage do some analysis on small business using a certain number of praducts as the indicator of
sponsor size, and the impact of change from LVT to ACE? Taking into account the small businesses not claiming LVT?
There was also some work you did for the letters back to ADIA.

| think we need to make a point in the talking points that TG regulation is cost recovered and annual charges are the
means by which we recover post market monitoring and compliance activity.

There is cross subsidisation in the current scheme that needs to be addressed.

Note - There is a short respense time on this request, so we will need to prioritise it in the ACE work.

Joe — | thought that our significant discrepancy in the CRISs was comp meds, but is it right that devices post market
costs 8.4m and we're recovering 20m?

Do the financial forecasts in the CRISs take into account the charge reductions of 5 and 23% {please include),

Why then is device annual charge revenue increasing?

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

Thanks
Nicole

From: Katherine (Katie) Wineland On Behalf Of TGA Parliamentary
Sent: Monday, 11 May 2015 4:50 PM

To: Nicole McLay; Vinod Mahajan

Subject: URGENT response: MC15-007924 [SEC=UNCLASSIFIED]

Good afternoon Nicole & Vinod

Please find attached a request for response and talking points.
Correspondence number - MC15-007924

Marked for ministerial response.

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

Notes:
PDF also at R15/389968

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

Many thanks
Katie

TGA Parliamentary



Minister Nash_DLO

To MinCorro <MinCorro@health.gov.au>,
<Minister.Nash.DLO@

Health.gov.au> ot

Sent by: "ROCKS, bee

Martin* . .
<Martin.Rocks@health. Subject FW: TGA LVT Abalition - RIS Review Request

[SEC=UNCLASSIFIED}

11/05/2015 15:53

1 attachment MC15-007924

Bl
11.91.14k - Assist. Min. Health - LVT Regulatory Impact Statement.pdf A
123800
D MRS TR
- \&
\% \e\
Dus MO T aoem

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

UNCLASSIFIED

| |

i
Thanks ! RECEIVED
Martin

11 MAY 20%

From: WQQD, Emma oz N NFO ]
Sent: Friday, 8 May 2015 5:52 PM — =
To: Minister Nash_DLO Miteslune. oM
Subject: FW: TGA LVT Abolition - RIS Review Request [SEC=UNCLASSIFIED] |[ 1] | 1512 20(]

Importance: High
Hello Martin,

As discussed. Would you kindly ask the TGA to prepare a response, with TPs for a meeting — | will let
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: (D2) 6277 7440

Mob: 0412 621073
emma.wood@health.gov.ay

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 FAIM MAICD
Chief Executive Officer m  Austrafian Dental Industry Association

s

ADIA

National Office: GPO Box 960, Sydney, NSW, 2001

Government Affairs: GPO Box 1, Canberra, ACT, 2601

t: 1300943094 wm f: 1300943794 wm m: 0488 660 188

Twitter: @AusDental w e: lroy.williams@adia.org.ay = www.adia.org.au

AINA Ddvocac

USTRALIAN CHAMBER &
CIOMMERTE AND INCUSTRY
s MEMBER «

wkeag of

UNCLASSIFIED



iz ADLA

Ref. 11.11.14K — 8 May 2015 j§~
N

Sen. Hon. Fiona Nash
Assistant Minister for Health
PO Box 6100 — The Senate
Parliament House
CANBERRA ACT 2800

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 fees and charges levied by the Therapeutic Goods Administration (TGA).
The rationale for this request is that an assessment made by the TGA indicates that the
reforms will 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 arrangement known as the Low Value Turnover (LVT)
exemption. The TGA's proposal is to abolish the LVT exemption and only allow a business to
claim an exemption if there is no turnover.

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

. disadvantage small business. For this reason, ADIA requested that the TGA review tha
impacts of the proposal on businesses in the dental industry and this request was assented to.
ADIA received the outcomne 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 smalt
businesses wili face a significant increase in feas associated with placing products on the ARTG.

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

Austrolion Dentol Industry Assocotion Linsted
AN 010430

“d - Katiosol Office: 67D Box 950, Sydney, RSW 2001
A e o Govemenent Affelrs: GO Box 1, Comberrn, ACT, 2601
tMEMBER - &: nafondl offia@udinergou  wwwodiorgou

11300943008 £ 1300 943754

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

Given that the RIS has not addressed the adverse cost impacts on small business, ADIA
believas that a more comprahensive review af the proposal is merited. [f, as there is reason to
belleve, the proposa! will adversely affect small business it should be withdrawn with a view to
drafting & more equitable solution.

We look forward to discussing this matter with you.

Yours faithfully

] AIDILA
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Australian Governmetd
Department of Health
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 deltver a regulatory framework for dental
products that is based on a risk management approach designed to ensure public health
and safety, while at the same time freeing industry from any unnecessary regulatory
burden. [n this context, ADIA is supportive of reform to the LYT 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 lsted, 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 Il and abave but annual
charges for all types of class 1 medical devices will remain unchanged.

Our analysis of the maximum impacts is shown in the table overleaf, However it is
important to note:

- Anumber of products may be eligible for criteria as an “essential good” for
public health and thus be eligible for watver of fees. We haven't tried to determine
which dental products would qualify as we will be assessing waiver applications on
a case by case hasis. But 1 would imagine that a product such as a highly spedalised
forceps could potentially be eligible,

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

PO Box 100 Woden ACT 2608 ABN 40 439 406 804 Health Safety
Phone: 02 6232 B444 Fax: 02 6203 1605 Email: info@tya.gov.au

bito:/Awww.tgd.gov.au

Regulation




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 as the
annual charge of $80 for a class 1 device is less than the $155 LVT application fees.
Glven 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.

- BExisting class 1 devices will not be exempt as they would not meet the primary
eriterion for transitional entrles (at 1 July 2015} that they would have been
exempted under the LVT scheme on the basis of $0 turnover in the last two years
before the commencement of the new scheme (i.e. 2013-14 and 2014-15).1fa
sponsor ls golng 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 schenie untll that entry
commences turnover. The new device entry would have a new ARTG number but

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

Company Name Current | Proposed Impact

1. IR $8445| $23370| ($14925)

2. SR $74,830 | $85810] ($10,980)
3. A $4.085 |  $6140) ($2.055)

4‘“ $26,610 | $33.690 | ($7,080)

5. AR $5980 | $7.260] ($1,280)

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

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

The fact that one of the above ADIA member sl failed to make the LYT 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
would 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,

Paga 2 of 3



These two requirements are extremely unpopular with many, if not most sponsors and
result from inflexibilities in our Act. Unless ifweé 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 madifying the Act in this way, changes to the LVT schzme could
not be implemented until july 2016 at the earliest, and possibly later. This delay would be
unacceptable to many in industry, The proposed introductian ofa “no value urnover”
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
14 February 2015
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Mr Troy Willlams

Chlef Exacutive Officer

Australian Dental Industry Associadon
GPO Box 950

Sydney NSW 2001,

Our Reference: R15/259683
Dear Mr Willlams,

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

Thank-you for your angolng feedback and participation in the rwiew of the LVT scheme.
Your laput has been extremely valuable in the design of a replacement scheme that will
improve equity between spoasors, simplify participation requirements, and reduce red
tape for business and the TGA, as well ag result in a reduction In the rates of annuat
charges for some categories of products,

A Regulation lmpact Statement (R15] has now been prepared and endorsed by the
Assistant Minister for Health. The RIS documents the proposal we have consuited with you
on, to introduce a new annnal charge exemption (ACE) scheme to replace the LVT scheme.
The RIS Is available on the TGA website,

Again, thank-you for your ongolng Involvement and | can be contacted on phone
02 6221 6910 with any questions on the progress ofthe new scheme or the RIS.

Yours sincerely

N
Agsistant Secretary, Regulatory Business Services Branch

§ May2015
PO Bax 100 Woden AGT 2605 ABN 40 838 405804 . Health Safety
Phone: 02 6232 B444 Fax; 02 6203 1605 Emad: info@igd oov.ay T Repulation
hifto: i 102 00v AU
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Therapeutic Goods Administration

About the Therapeutic Goods Administration
(TGA)

»  The Therapeutic Goods Adinistration {TGA) is part ofthe 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.

» Thework of the TGA is based on applying scientific and clinical expertise to decision-
making, to ensure that the henefits 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 prohlefns 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 <http://wwwleagovau>.

Copyright

© Commonwealth of Australia 2015

This work is copyright. You may reproduce the whole or part of this work in unaltered form for your swn personal use or, if
you are pait of an organisation, for internal use within your organisation, but only if you of your organisation do nof use the
reproduction for any cammercial purpose and retain tis copyright notice and all disclaimer notices as part of that
reproduction. Apart from rights to use as permitted by the Capyright Act 1968 or aliowed by this copyright notice. 2l other
righis ave reserved and you are not allowed 1o reproduce the wholc or any part af this workin any way (electronic or
otherwise) without first being given spedfic wiitten permission from the Commonwentth 10 do so. Requests and fquiries
concernmap reproduction and rights ase o be send to the TGA Capyright Gfficer, Therapeutic Goods Adrainistration, PO Box
100, Woden ACT 2606 or emnailed to <igacopyoght@rgagovans.
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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) has 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 vefation to the Low Value Turnover Exemption Scheme (the LVT scheme) 1 and
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 besn identified with the current policy.

The TGA released the ‘Review of the Low Value Turnover Exemplion Scheme’ consuitation paper
In Aprii 2014,

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

Background

Cost recovery at the TGA

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

The TGA undertakes a number of pre market fmctions, including evaluation of high risk’
therapeutic goods, before a therapeutic good is entered on the Register and monitors products
once they are on the market {post market). The TGA also assesses the suitability of medicines
and fuedical devices for export from Australia. In addition, the TGA regulates manufacturers of
therapeutic goods £0 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 hroadly cover regutatory activities in relation to:

»  Prescription medicines

«  Non-prescription medicines / over the counter {OTC) medicines

+  lomeplementary medicines

.  Medical devices, including in-vitro diagnostic (IiVD} devices -

« Compliance with Good Manufacturing Practice (GMP} Blood and blood products
«  Biologicais.

Fees are charged for applications for entry on the Register and for assessment of the datain
support of the application. The revenue from these fees primarily unds the costs of pre-market

s The low value turnover exemption scheme {(the LVT scheme) allows sponsurs toe seekan exemption from
payment of annual charges for entries where the annual turnover is less than or equal to 15 Himes the
annual charge for that Register entry,

RIS - Low vaiue turnover cremption scheme Puge & uf 52
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Therapeutic Goods Adminlstration

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 spensors, ur 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 6f 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

&  Management and processing of recalls of therapeutic goods, including recalls for product
cortection

*  Testing of therapeutic goods hy the TGA laboratories

¢  Post-market compliance reviews for listed complementary medicines and class 1 {low risk)
medical devices

+  Management of advertising and complaints resolution functions

*  Other regulatory costs which cannot be easily assigned to individual spoensors or products.

Annual charges

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

Sponsors are reqitired 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 of therapeutic good Annuat charpe $
Prescription Medicines ~ Biotogical 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

RIS - Low value turaover exemption scheme Page 7 ot 52
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Thecapeutic Gopds Administration

Type of thecapeutic gond Annual charpge §

Medical Device Class taand [ib 940
Medical Device Class l{t and AIMD 1,210
Biologicals Class 1 615
Biologicals Class 2,3 and 4 6,125
Other Listed Therapeutic Goods {eg tampons and disinfectants} 770
Other Registered Therapeutic Goods (e.g. tampons and disinfectans) | 1,480

Nates:

1. A good entered on the Reglster at any time during a Ananclal year Incurs a (ull year's annual charge, unless an
exemption |s granted on the basis of low value tumover,

2. Thete Is cucrently no gnnusl charge for expott only goods,

3. The annuzl charge for in vitra diagnostic (1vD] medica! devices that were not included {n the Register prior to the
commencement of the new regulatory framework on 1 july 2010 and therefore has been set at 2ero for the peried to
30 June 2015, which covers transition to 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 understood 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 enly 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 thatentry in a
financial year is of low value. At the time of lmplementation, the regulations avolded linking
annuai charge exemptions toa company’s gross turnover. Consequently, charges were linked to
individual Register entries without any limitation as to the number of entries or the corapany’s
s51zZe.

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 frammework covering not only producers of finished products, but aiso herb grawers.

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

3 Parliament of Australia - Senate Hansards

<htip:/ /parlinfo.aphgov.au/parinfo/search/display/display.w3p;db=CHAMBER;id=chamber¥%2Fhansar
ds¥2F1950-12-20%2F0218;query=1d%3A% 2 2chamber’%2Fhansards%2F1990-12-20%2F0000%622>

* The cegulations for the current LVT scheme [not the priginal provisions) are set gut in annexure A
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The current domestic market for complementary medicines is estimated to be worth nearly
$2 hillions.

The current LVT scheme allows spousors to seek an exernption 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 {expectad 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 LVT exemptions. This [s regarded as a form of
cross subsidisation. Additionally, LVT exemptions increase each year, increasing pressure to
increase the rates of annual charges.

Applying for an exemption

The process for applying for an 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 wha applies for more than
100 LVT exemptions does not pay more than $15,500. However each product must be
individually assessed for low value turnover,

A completed LVT application comprises:

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

in the current financial year.

—~  ‘This estlmate is verified at the beginning of the following year, through provision ofa
statement of actual turnover, signed by a third party accountant (an approved persan).
If this information is not provided within the prescribed timeframe {by 1 September),
or the turnover for the year was above the relevant threshold, the full annual charge for
the prior year becomes payable

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

» Porexisting Regisher 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
—  No extension to this timeframe is available.

«  Applications are required to be made by the specified deadline for each financial year. Ifthe
deadline {s 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 Report2(12
<http:/ /www.chc.org au/Resources/Documents/Annual%20Report/CHC3620Annual%20Report¥% 20Fina
1h20Published pdfs
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Current operation of the exemption .

lnh 2013-14, 3,679 sponsors were invoiced for annual charges relating to 77,591 Register entries
- totalling $100.478 million.

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

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

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

Table 2 below provides a summary of the actual 2013-14 gross annual charges, LVT exemptions
and net annual charge revenue, based on the rates of annual charges that were applicable for the
201.3-14 financial year.

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

Annnal
Chuarges

LT
Exvtnptivn

Nry
Aol
Charpes

RYUTIRY
Charges
Hevenig

Ly
Excimptions

Net Ao
Charpe
Revenue

T SR

SRS

Good

Typeoffhgrg_penﬂt; )

Prescription
Medicines -
Biological

461

6,674,340

3,710,110

2,964,230

Prescription
Medicine - Non-

Biological

13,652

9,027

4,625

52,696,720

3 4844220

17,852,580

Non Prescription
OTC] Medicines

3,769

1,399

2,370

4,816,620

1,793,106

3,023,520

Listed
{Complementary)
Medicines

13,119

4,500

8,619

12,407,480

4,247,860

8,159,620

Medical Device Class [
{otherthan Glass 1
Msasuring and Class
1 Sterile}s

22,126

702

21,424

1,770,080

56,160

1,713,920

Medical Devices -
Other than Class I

23,240

5,528

17,712

21,540,520

5191,320

16,349,200

Other Therapeutic
Goods [OTG)

647

97

550

571,880

68,230

483,650

Total

77,591

21,830

55761

100,477,640

49,931,000

50,546,640

6 The annuat charge for a Medical Device Class 1 (other than Class1 Measuring and Class 1 Sterile} is much
less thar the LVT applicadon fee.
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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 criterta 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 beigw.,

The scheme is no longer consistent with stated objectives

The original objectives of the LVT scheme were to provide éxamptions to the therapeutics
industry which manufacture small volume products and address the concerns of herb growers
and small companies making medical appliances whose turnaver on a aumber of product lines
might only be a few hundred or a few thousand dollars.

However, in the absence of any specific criteria in the Regulations about the size of the sponsor
responsible for the Register entry for which the exemption is claimed, the henefit extends to
companies of all sizes, and not only to these small companies whose turnover on a number of
product lines is low.

Contrary tu the intended objectives of the schiging, the main beneficiaries of the contemporary
LVT scheme are not small business. [n any event, most schemes introduced by government to
agsist small business help them enter the market, rather than stay in the market. Table 3 below
llustrates a summary of the gross annual charges, LVT exemptions and net annual charges for
the 20 highest invoiced sponsors {annual charges invoiced before any exemption s applied) in
2013-14, As demdnstrated 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 50% of the gross
annuai charges they each incur.

In contrast, a large number of small business spensors, who generally only hold a few entries on
the Register, did not receive LVT exemptigns. The contrast may result, among other reasons,
from small businesses not having dedicated regulatory compliance officers/advisers. In one case
reparted to us, a small business did not apply because they didn't have 2n accountant. [n other
cases it s because their financial records do not produce financial information by Register entry
and organising their records in this manner would be more burdensome than paying the full
invoiced charge.

For spansors of class | (lowest risk) medical devices (other than those in the sterile or
measuring function categories) the annual charge is much less than the LVT application fee.
Therefore, there is 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 tumover of the sponsor or the company size.
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Takle 3: Top 20 Sponsors by gross anmual charges revenue in 2013-14

Grass Annaal Charpes LVT Exemplions Net Annuald Charges

- oty ; Ts

Tap 20 Sponsors | 11,312 40,701,750 7,839 28,814,515 3,273 11,687,235
who receive LVT .
exemptions

Remaining 3,659 { 66,479 59,775,890 13,991 | 21,116485 | 52,488 { 38,659,405
Sponsots,

Total | 77591 | 100,477,640 {21,830 |49931,000 (55761 | 50,546,640
Top 20 Sponsors | 14% 41% 6% | 58% 6% | 24%
Remaining 3,659 | 86% 58% 64% 429 94% 76%
Sponsors

Total 1100% | 1003 100% | 100% 100% | 100%

Campliance with cost recovery principles

In 2002, the government introduced a Cost Recovery Policy (the Policy} and issued the
Austrolian Gavernmment Cost Recovery Guidelines July 2014 (the Cost Recovery Guidelines)?. Asa
cost recovered operation, the TGA is required to establish and maintain a system of fees and
charges that comply with the Cost Recovery Guidelines.

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

»  Are legally applied

s Are costeffective to implement

*  Are cost reflective of the services performed

* Do notimpede 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
0 TGA's post market activities are not paying their share of the costs associated with the
performance of these functions - these costs are paid disproportionately by sponsors of Register
entries for which the exeraption is not claimed. Therefore, the current take up of the LVT scheme
leads to inconsistency with the Cost Recovery Guidelines.

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

In addition, the benefit provided by the scheme seems to differ between groups of therapeutic
g00ds - the table below shows that the proportion of LVT benefit as a percentage of gross annual
charge revenue varies significantly from one group of thérapeitic products to another. For
example, LVT beneflts clzimed are only 24% of expected total gross-annual charges revenue in
relation to medical device Register entries; while for chernical prescriptionmedlcines the value
{s much higher at 66%.

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

Type of Thevapeutic Good Al Lvr Fees After LVT asa
Charge Benetit LT Sy of

Rivenue Received Benetit Lioss
% ] % Revenne

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

Prescription Medicines - Non- 52,696,720 34,844,220 1 17,852,500 | 66%
Biological

Registered Non-Prescription {0TC) 4,816,620 1,793,100 | 3,023,520 | 37%
Medlcines

Listed (Complementary) Medicines 12,407,480 4,247,860 | 8,159,620 | 34%

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

Medical Device - Other than Class | 21,540,520 5,191,320 | 15,349,200 | 24%

Other Therapeutic Goods (0TG) ‘571,880 88,230 483,650 15%

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

Administrative complexity and sponsor understanding of the processes

On the recommendation of the Australian National Audit Office (ANAQ), the scheme was
amended in 2009 to require sponsors to obtain third party certification of the reported turnover
of Register entries far which an LVT 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
requirements,

Eight validation processes were conducted between 2008 and 2013 to examine spounsor 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 complemenied by on-site valldation meetings where further cross
verification of LVT related records was conducted. During these meetings, the TGA identified
repeat examples where sponsors had expenenced 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 requirements of the LVT scheme, and stall
business was disproportionately affected by these difficulties, given the smaller resource basé
and reporting system support.

The process for new entries is more complex than for existing entries as it requires sponsors to
initiatly submit their applications on the basis of esttmated turniover for the current financlal
year; and then subsequently submit a statement of actual turnover, signed by a third party
accountant, in the following financial year. The process to verify the actual turnover of new
entries occurs at the same time that the sjionsor must make their application for exemption for
existing entries. These two separate processes for new and existing entries, both with sireilar
information requirements (i.e: both require the sponsor to provide a statement of actual
turnover for the previous financial'yeaz), have been confused as being part of a single process.

As a result the TGA received-informal feedback that some sponsors do notseek an LVT
exemption berause 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 cutlined in the legislation for LVT
applications for existing or new entries. If the 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 reagnitude of difference in outcome
between products that are marginally eligible, cormpared to those that are marginally inefigible.

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. The lack of a policy staterment 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 Policy established in 1999 and the
introduction of full cost recovery for the TGA in 1998.

The current schemme does not meet the original intent of providing assistance to small business
and is inconsistent with other Gavernment palicy, such as the Cost Recavery Policy.

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
certificatfon process triggers complaints frorn industry every year - especlally from small
business sponsors who claim it is an unnecessary administrative burden.

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

= [sthere a contemporary need for an LVT scheme?
» fistherea problem to be solved hy an LVT scheme?

= Are there other options available to address the needs of businesses?
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What policy options are being considered?
The framework in which the TGA must consider proposed policy eptions includes:
1. Thatthe policy is consistent with the objectives of the Act

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

3. The proposed scheme is nat 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. Thatitshould reduce regulatory burden on industry,

Regulatory options

Option 1: status quo - retain the LVT scheme

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

The costs to the businesses which cross subsidise the 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 examptions
for register entries which are yet to commence turnover

The second viable option that was considered was to deregulate the criteria for eligibility of the
LVT scheme to only those Register entries which are yet to commerice 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 detision points leading up to the development of the LVT RIS,
# In july 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 in addition o the
reforms were achieved in a coordinated way. '

1 National Medicines Pollcy ;
<htp://www.health.povaufinternet/main/publishing.nst/Content/Navional -Medicings+ Policy-1>
Page 15 of 52
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s Theplaninciuded a range of governance and refated 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 revie‘fv
were subsequently used to inform and develop a Review of the low value turnover exemption
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. Is there a contemporary need for an LVT scheme?
b Istherea problem to be solved by an LVT scheme?
¢ Arethere other options available to address the needs of businesses,

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

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

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

«  The OBPR provided feedback on the draft RIS and their suggestions were incorporated into
the final RIS to ensure that all seven RIS questions were answered in full

»  Second Pass Final Assessment was sought from the OBPR i March 2015.

Consuitation options not assessed in RIS

The “Review of the low value turnover exemption scheme” consultation paper was released
publicly on 10 April 2014, The paper put forward five options (6 reform the LVT scheme.
Following the conclusion of the public consultation {on 23 May 2014], an initial assessment of
the submissions received identified that:

* Consultation Option 3 “Replace the LVT scheme with one that only grants exemptions for
Register entries which are not supplied to the Australian market” in combiaation 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 consultation options 3 and 5, together with the impact of maintaining
the stutus qua 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 LVT scheme with some amendments™ on ts own was not considered a
feasible option for achieving the Government's objectives because,

= implementation of Option 2 would not address cost recovery compliance issues arising
from the current 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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thz:.-i 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-decldration, rather than third party
certification, of turnover) were adopted into the RIS Option 2 “Replace the LVT scheme with one
that only grants exemptions for Register entries which are yet to commerice turnover”.
Consydtation Option 4 "Replace the LVT scheme with one that only grants exemptions for Register
entriés wherg the sponsor is a small business” was likewise not considered to be a feasible option
for achieving the Government’s objectives. The impacts of consultation Option 4 were not
further assessed in this RIS because:

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

—  Allowing the LVT exemption to smail business, without any regard to turnover of their
products, would make the scheme Inconsistent with the Policy and Cost Recovery
Guldelines,

— 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 therapgutic 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: htatus quo - retain the LVT scheme

Concerns around the current LVT scheme, outlined in this paper, include ineffectiveness in
meeting its original objectives, inequity, administrative burden and inconsistency with the Cost
Recovery Guidelines. Whilst it s noted that there is 4 widespread use of the scheme, given the
problems described with the current LYT 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 iikely
continue ro be under-represented heneficiaries of the LVT scheme.

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

Under this option, a sponsor of a Register entry that has not commenced gererating turnover
would be exempt from the reguirement te pay an annual charge in respect of that entry, up until
the first year that turnover occurs. The annual charge would then apply to the entry until it was
removed from the Register. Unlike the current LVT scheme, it would apply to biologicals as well
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as all other therapeutic goods on the Register.The rationale for this option s 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, if a product has not 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 recogaise that pharmacovigilance requirements apply after a product is first supplied
{which could feasibly be eariier than when the product starts generating turnover), our
agsessment 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 untii they are remaved from the Register, resulting in potential decreases in some
charges.

Althouogh several submissions to the public consultation did not explicitly support a single model
among those proposéd for discussion, most submissions supported amendments to the LVT
Scheme andJor d scheme wherein exemptions from TGA annual charges be granted to those
therapeutic goods which had not been supplied to the Australian market. The argument in
favour of this opticn was that the TGA doesn’t incur post market costs {through medicines and
devices vigliance progiinis) unless and until 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 turnover certified by a third party accountant] should be
sufficient for confirming a products’ ellgibility 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 relief to sponsors who have products which are yet to generate
turnover,

This option would provide administrativé improvements to the scheme such as enabling
sponsors to self-declare that a 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 is claimed, though most businesses wouldn't
normally capture and Féport this information {i.e. by reference to a particular product), Under
this option, sponsors will be in a better position to make this declaration. ' '

It Is estimated that approximately 74% of the Register entries which are expected to be
exempted under the LVT scheme in 2014-15 would continue to he exempted under this
maode! up until first turnover.

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

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

Our assessment of entries subject to LVT exemption was that most are readily available with the
same active ingredient from multiple sponsars in the Australian market. Ifthe removal ofa
unique product from the Register by a sponsor did occur as a result of this change, and no
alternative product was readily available in the Australian market, patient access to such
products could continue via other regulatory schemes such as the Special Access and Authorised
Prescriber Schemes. Additionally, the TGA will seek pawers to waive the annual charge on the
basis of the interests of public health, to avoid essential medicines and medical devices being
removed from the Register if the sponsor is not likely to continue their supply if an annual
charge were to apply- '

As the proposed approach relies, more than the curvent 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
Intorrect declarations for claiming annual charge exemptions. This would Include situations
where TGA becomes aware that a product is being supplied, however no notification of turnover
has been provided by the sponsor and no aninual charge has been paid.

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 exsmption is to be
maintained. Moreover, it would be an offence under the Commonwealth Criminal Code to make
a false declaration, Sponsors will also be encouraged to provide accurate and timely disclosure
of thelr product turnover through penalties which will apply for false declarations. Penalty
provisions {n the Regulations-already allow for sponsors ta be penalised 10 penalty units {where
each penalty point equals $170] for each false declaration; and, as the maximum 10 point
penaity may not be sufficient to deter a false declaration on a higher cost annual charge (for
examgple, a biological preseription medicine annual eharge 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 applicablé annual charges would become payable from the date of entry on the Register
or the date of cominencement of the scheme, whichever Is later even If there Is evidence
of $0 turngaver (again] in suhsequent years.

Existing Therapeutic Goods Act provisions in section 31 (in relation to listed and registered
goods), section 32JA (In relatici to biologicals) and section 42JA (in relatlon to medical devices)
enable the making of regulations to authorise the Secretary to require sponsors, at any time, ro
provide information about the turhover of goods for the purpose of adminlstering the exemption
schere, It is proposed that such regulations will be enacted as part'of the new scheme, The
regulations will also utilise existing offence provisions under those sections if the sponsor fails
to respond to such a request or provides information that is false or misleading in a material
particular. Such information would be §ought 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:

s  Around 74% of current exemnptions would be expected to centinue {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 mediura 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

" e Resetting annual charges to differentiate between ‘innovator’ and ‘generic’ chemicat
presceiption medicines will better reflect the difference In risk hetween the two types of
products and recognise that there dre multiple sponsors for generic products. ln addition, it
helps to mitigate the effects of the proposed changes on the sponsors of a range of low value
turnover products which will o longer qualify for an exemption under a $0 turnover
scheme

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

The operation of the new scheme would he aligned with the Cost Recovery Guidelines, with
a stronger relationship between those creating a need for post market regulatury activites
and those paying for them

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

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

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

The disadvantages of this option include:

»  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 recelve an exemption,
However, current evidence indicates that small businesses are not the primary beneficiaries
of the current scheme but they will benefit through reductions in annual charges, simpllﬁed
administrative processes and reduction in overall burden.

Quantification of cost to business and the community
Regulatory burden and cost offset estimate table

The regulatory burden measures the costs for business to comply with new regulations and the
savinigs involved 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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Averape Anaad Regulatory Costs {trom Business as usual}

Change fn costs Business Community Individuals Total change in
($miilion) Organisations . cost

Total by Sector -$3.0 $ $ -$3.0

Cost offset Business Community Individuals Total by Source
($million} Organisations

[Offset proposal]

Are all new costs offset?

D yes, costs are offset () no, costs are not offset & deregulatory, no offsets required

Total (Change ky costs - Cost offset) (_S:-!.O miliion)

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 incur annual product charges (on the next 1 July] for existing entries on the
Register

e 1560 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 or new entries on the Register
» The TGA will'injﬁaliy 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 nen-LVT

» It takes one hour once a year for one staff member to organise and pay the inveice for non-
LVT entries at a wage rate of $53.20 per hour

s B850 sponsors will renew their LVT rating with the TGA. This will take 4 hours ata wage rate
of $72.80 per hour

« 20 sponsors will be selected for an audit each year. This will involve (including pre-audit
preparation and on-site participation) three sponsor representatives Jstaff members (e.g.
generally a Senior Regulatory Affairs Officer, Chief Financial Officer and for Business
Manager; and 2 Senior Managerent Accountant) for approximately 12 hours ata labour
rate of $72.80 per hour /per staff member

RIS - Low value turnover exemption scheme Fage 21 pf 52

Vi1 March 2015



Therapeutic Goods Administration

« 850 sponsors will notify the commencement of turnover (this is a voluntary option}. This
will be done 4 times per year, involve one staff member working for 4 hours ata wage rate
of $53.20

» B850 sponsors will organise to pay the product charge 4 times per year, involving one staff
member at a pay rate of $53.20 per hour,

Deregulatory steps
» 2,829 husinesses 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

« 1,225 businesses with new entries will no longer need to assess whether the estimated
turnover of thelr new edtries will be a low value turriover (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 ata wage rate of $72.80

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

e 335 companies with new entries will no longer need to submit an LYT 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 LYT scheme would result jn 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. [t was coramented that discontinuation of the scheme may force
companies ta remove some of their products from the Register which would not be
commercially viable to supply ifan annual charge is levied.

Therefore an important consideration of this option would be the expected cancellation by
sponsors of some entries, I a unique product was removed from the Register by a sponsoras a
result of this change, and no alternative product was available in the Australian market, patient
aceess to such products could continue via the Speclal Access or Authorised Prescriber Schemes,
however this would be a shilt in regulatory burden rather than a reduction.

The variability currently associated with forecasting revenue due to LVT exemptions, and
therefore the difficulty in setting annual charge rates, would be eliminated, improving TGA’s
ability to 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.

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

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

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

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

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

Quantification of cost to business and the community
Regulatory Burden and Cost Offset Estimate Table

Average Anpual Regidatory Costs {From Business as usual)

Change in costs Business Community Individuals Total change
($million) Organisations in cost

Total by Sector -$3.4 5 $ -$34

Cost offset Bﬁsiness Community Individuals Total by
{$million) Organisations Source
[Offset proposal]

Are all new casts offset?

01 yes, costs are offset O 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.
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Who was consulted about the options and how?

On 10 April 2014, the TGA issued the ‘Review of Low Value Turnover Exemption Scheme’
consultation paper through its website for consultation with sponsors and other (nterested
parties on the future aperation of the scheme, In addition, the TGA wrote t¢ peak therapeutic
industry associations asking them to bring this consuitation paper to the attention of their
members and encouraged them to provide submissions, The six week consultation period ended
on 23 May 2014,

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

Option 1: Retain the LVT scheme in its current form.
Option 2: Retain the LYT 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.

Cption 4 Replace the LVT scheme with one that only grants exemiptions for Register
entries where the sponsor is a small business.

Option 5: Cease the LVT scheme completely.

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

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

Although several submissions did not explicitly support a single model among those proposed,
most submissions supported amendments to the LVT scheme and /or a scheme wherein
exemptions from TGA 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 vigilarice programs) where products are
not supplied to the market and therefore an annual charge should not be levied on such
products.

Several submissions proposed that a self-declaration of sales turnaver, or alternatively non-
supply of a productseeking exemption, (rather than the one certified by a third party

. accountant) should be sufficient for seeking an exemption and may be complemented by
random audits. This view is reflected in Option 2. Additjonally, Option 2 is compliant withthe
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 corumented that
discontinuation of the LVT schemeé may force companies to remove some of their products from
the Register which are either not currently supplied to the Australian market or would not be
viable to supply if an annual charge is levied.

One industry assoclation suggested that if government wishes to support small to medium
enterprises in tha therapeutic goods sector then this would more appropriately be done though
an industry assistance scheme via the Department of Industry. Government supportschemes
such as those offered through the Department of Industry to small business provide assistance
or incentives for small and medium enterprises to enter the matket. The current LVT scheme
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provides relief from anniual 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 net achieving its intended objectives. Apart from the cost
it places on businesses the LVT scheme is inconsistent with Government policy as itis
administratively difficult for both TGA and business to administer.

Implementation of option 2 would reduce administrative burden to industry. The Scheme's
exemption would operate on the basis of a declaration of $0 turnover by the sponsor of
thetrapeutic goods, rather than a third party accountant certification of annual turnaver as exists
under the current LVT scheme. There would be no requirement to make an application or pay an
application fee for seeking exermption. A decision to approve the exemption by a delegate of the
Secretary would not be required. This would remove administrative complexities for both
sponsors dnd the TGA, reducing regulatory burden for industry.

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

implementation of option 3 would result 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
i5 likely that the humber of products which would be cancelled from the Register would be
significantly higher thar the number of products to be cancelled under option 2 and access to
new therapeutic goods rday be delayed. This could compromise the timely access of essential
therapeutic goods to patients and pose a risk ta public health,

in view of the above, the implementation of option 2 is the preferred option from the other two
aptions discussed above. Implementation of the proposed optlon would be consistent with the
framework in which a scheme is belng considered:

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

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

The scheme would 'not be inconsistent with the aims of the National Medicines Policy1e

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

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

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

1% National Medicines Policy
<http:/ fwww.hez ithgovau/lnternet/matn/publishing nsly Content/Nationat«Medicines+Palicy-1>

RIS - Low value turnover cxemption scheme Page 25 of 52
V1.1 March 2015




Therapeutic Coods Administration

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
201314 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
invoiced for annual charges relating to 77,591 Register entries - totalling $100.5 miltion, Of
these, 1,001 sponsors applied for, and received, LVT exemptions {relating to 21,830 Reglster
entries), totalling $49.2 miilion. The exemptions resulted in netannual charge revenue of $50.5
million - only 50,34 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 frorm 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, Itis 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 pald 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 enitries on the Register where they are no longer eligible
for the axemption. While the potentlal decreases in the rates of annuai charge are dependent on
how hany 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 commertial
decisions. However for the purpose of revenue forecasting and setting the rates for 2015-16 we
have assumed a withdrawal rate of 50% of currently éxempted entries which will nolonger
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 11 and ATMD devices, Similarly with medicines, there are different
annual charges for listed medicines, registered OTC medicines, biological prescription medicines
and non-biological {chemical) prescription medicines, However, the current scheme does not
differentiate charges for new cheémical prescription medicines and those which have been in the
market for some time, and are thus off patent and are generic chemical prescription medicines.

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

1 Preseription Medicines - Noa-Biologics
(2 Prescription Medicines - Biologics
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Some studies have shown that there is a heightened risk of adverse events from biologics
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 havee been in the market usually for some years, are currently
the same.

While recognising that the getting of charges to reflect the potential risk of a class of therapeutic
goads is an inexact sclence, in consultations on the reform of TGA annual charges (through these
proposed chanigés to the LVT scheme), TGA was asked to raview the levels of charges for generic
chernical prescription medicines for a number of reasons:

s Thereis 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

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

¢ Increased monitoring of new products (relative to established and generic medicines) will
be required as niore 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

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

In view of the above it {s proposed to introduce a separate rate of annual charge for Register
entries for generic chemical prescription medicines which will be lower than the rate fof the
Register entries for the innovator product. However, once a generic product Is registered on the
Register the innovator product would also pay the lower charge applicable to the generic
version. It is anticipated that the maximum period that a chemical medicine in any particelar
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 tahte includes the proposed rates of anntual charges, expected number of entries
paying annual charges and annual charges revenue forecast for 2015-16,
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Table 5 Proposed reductions In annual charges, rates of annual charges and revenue lorecast for
2015-16

Revenue 2014-10 Expeched Proposed New Projoected
antw sl entries paying reduction in rate revenu
charpe gt clarges  aanpal charges
% ity

Prescription Medicincs - ., 51 3,319.485

Biologics T ‘

Prescription Medicines - 3,955 Le1af Ll 6,067,283

Non -Biologics (Innovators) 5

Prescription Medicines - 3,955 4149 { o 12,655,542

Non -Biologics (generics) i

o 2,356 f

Registered Medicines (Other 1,350 3,180,784

than $4&58) Annual Charge

Complementary Medicines 965 9,937 I~ 9,589,028

Device Class AIMD Annual 1,210 397,987

Charge

Device Class [Il Annual 1,210 2,589 ' 2,977,221

Charge N |

L NSES Y R

Device Class Ifb Annual 940 5,156 5} 890} 4588449

Charge N R

Dévice Class lla Annual 940 9,462 |- L 8 ;Ei_éﬂ, 8,420,956

Charge . ' SR

Device Class 1 Sterile - 615 1,858 - ‘615 1,142,911

Annual Charge

Device Class 1 Mcasuring 615 385 - 615 237,029

Annual Charge

Device Class 1 Annual 80 21,962 - 80 1,756,949

Charge

Listed Devices Annual 1,350 22 -1 1,350 30,301

Charge

Listed Devices Annual 770 415 - 776 319,656

Charge VD), Tampons &

Disinfectants

Registered Devices Annual 1.515 53 1,520 80,603

Charge - VD, Tampons &

Disinfectants
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Hevenue 201415 Expected Proposed e Projected
EUTITINT| CHITies payviag redurtion m e evenne
eharge i charges amnaal charges

b3 Uit

Registered Devices 2,650 1 =< 2680 19,139

: 60,816 . 54,783,323

How will you implement and evaluate the chosen
option?

If the recommendation to itnplement the prapesed exemption scheme Is approved, the
Regulations and Charges Regulations will need to be amended, Section 44 of the Act aliows for
amending of regulations to exempt a sponsor from the liability to pay an annual charge so long
as the turnover of an entry is $0.

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

Sponsors and other stakeholders will be advised of amendments, including 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 wiil be developed so that sponsors are able to provide their annual renewal
dedarations of $0 turnover, and notification of commencement of generating turnover (where
they choose to do so}, through the portal. This would be the most cost effective means for
sponsors to meet their obligations under the proposed scheme, though a paper based option
would also be implemented for those sponsors who choose not to use the electronic business
system.

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

Therapeutic Goods Act 1989

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

a. exempting a person from liability to pay annual registration charge, annual listing
charge or antiual ¢harge for inclusion in the Register for a fimancial year (the current
vear) if the person’s turnover of the therapeutic goods cencerned 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 wha is a qualified accountant under séction 88B of the
Corparations Act 2001, but does not include:

»  Aperson whois 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 turnover {LVT)

Low value turnover means a turnover of not more than 15 times the annhual 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 therapentic 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 sates.

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

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

Subregulation 43AAC {2) states that the application must be:
2. 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 person; or

il. fora new efitry - a statement of estimated turnover of the therapeutic good for the
current financial year; and

fii. subjectto regulation 454, the fee payable; and
c. received by the Secretary:
i. for an existing entry - before 2 September of the financial year; and

ii. foranew entry - atleast 21 days before the date for payment of the charge
mentioned in reguladion 43AAA.

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

Reguiation 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. detide whether to grant the exemption; and
b. give written notice to the person of the decislon; and
c. ifthe decision is a refusai, 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 Actl; and
b. foranewentry - wi'th{n the later of:
i. 14 days after the notice is given under subregulation 43AAD (1) {(b); or

ii. The date mentioned in regulation 43AAALS,

4 This is 1 October.
's This is 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 if an exemption has been granted under sub regulation
43AAD (1) for a new entry in tie Register based on the estimated turnover of a therapeutic good
for a financial year (the current year), the person must give to the Secretary by 1 September in
the following financial year (the 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. If the current year Is financial year 2013-14, the following year is financial year 2014-18.
The statement, signed by an approved person, detailing the actual turnaver 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 vear, 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 glve the information 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. the person must pay the charge for which the exemption was granted by 31 October of
the following year.

Regulation 43AAF: Decision based on actual turnover

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

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

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

Subregulation 43AAF (2) states that [f the Secretary decides that the turnover of the
therapeutic good for the financial year was not a low value turnover and gives the person a
notice under subregulation 43AAF (1) (b), then;

3. the exemption is cancelled; and

b, the person who receives the notice mentioned in subregulation 43AAF (1) (b) must pay
the charge for which that exemption had been granted by 31 October of the following
year,
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Annexure B — Regulatory burden measure

Assumptions

Option 1 - new register entries
{average 3 actions [MONTHLY INVOICES] per spansor per year)

B Srep Deseription Spoisor Sponsor Moot Class Sponsur Spanser
No. task umyp Spunsnry herky total cost

(hoisy 0 aHected rale

1 A pew therapeutic product is listed, registered or included  § Yes No 0.00 1,560 Not Applicable | 0.00 $0.00
on the Register, An ARTG number is assigned to the product - TGA Only

2 The full year annual charge Is incurred (per ARTG No,) effective | Yes No ] 0.00 Not Applicable { 0.00 $0.00
from the date of listing, registratlon or inclusion on the Register - TGA Only

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

4 Sponsor ascesses that the estimated turnover of the new No Yes 1.00 1,225 Managers 172.80 $72.80
entry for the current financial year will not be alow vaiue {including
turnover. (average 7 new ernitries par sponsor) accountants)

5 Sponsor pays the annual charge for the entry. No further actlon | No Yes 1.00 {1225 Clericaland . 53.20 $53.20
is required. Administrative

Workers -
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Description Spoaser Sponso Noof Spousnr Spunsor
task tEne Spuusars huarly toral east
fhouss) altested rate
& Sponsor assesses that the estimated turnover of the new No Yes 1.00 335 Managers 7280 $72.80
entry for the current financial year will be a low value {Including
turnever. {average 7 new entries per sponsor) Aaccountants)
7 Sponsor prepares an LVT application for the new entry which No Yes 400 335 Managers 72.80 $291.20
must be accompanied by (a) a statement of the estimated ' {intluding
twrnover of the therapeutic good for the current financial year arccountants)
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 .50 335 Clericaland 53.20 £26.60
The application must be received at teast 21 days before the date Administrative
for payment of the applicable annual charge. Thereis no Workers
extenston if the application is not made jn time,
9 The TGA Delegate assesses the LT application. If approved, 2 Yes No 0.00 Not Applicable { 0.00 $0.00
letter is lssued to the sponsar 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 September in the
following year, a statement, sighed 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 N/a Nfa 0.00 Not Applicable | 0.00 $0.00
hefore the date for payment of the applicable annual charge. The ~TGA Only
LYT application cannot be approved (Return to step 5)
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Therapeutic Goods Administration

Description

Sponsor
sk

Sponser
tine
fhs)

Na ot
Spunsors
alfected

Jonsur
hoarh
rafye

Spunsnr
1ol cost

10 Validation reviews of new entry LVT exemptions Yes Na 0.00 Not Applicable § 0.00 $0.00
commeyces an 1 July in the following year, The validatdon -TGA Only
review involves the TGA writing to all affected sponsorsto
remind them their obligations te supply a statement of
actual turnover by 1 September.
11 The sponsor extracts the actual urnover of the entry from (e.g) | No Yes 28.00 335 Managers 72.80 $582.40
their sales/ finance system and records it on a *statement of (including
actuz! turnover’ form (approved by the Secratary) 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 TGA by 1
September 2014
111 | The sponsor cannotsupply a statement of actual turnover by 1 Yes Yes lo0 24 N/a - Non- n/jg n/a
September and applies in writing for an exteasion {up to 28 days). complionce
If recefved before 1 Septembar, the TGA approves the extensfon to matter
29 September {23 out-of 334 sponsors (or 795} applted 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 | Ves No 0.00 Not Applicable { 0.00 $0.00
is confirmed and no further action fs required, -TGA Only
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Therapsutic Goods Administration

Uesaription

Spunsor

fask

Spotsor
time
fhaush

Spunsor
fsurty
fale

Spohsor
tutal cost

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 (L., > 15 times the -TGA Only
amonnt of the charge for that entry). The exemption is
cancelled under regulation 43AAF,

15 The spansor is notified by the TGA fn writing that the exemption | Yes Yes 1.00 45 Clerical and 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 0.60 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 writing that the exemption 15 cancelled | Yos Yes 100 10 Clerical and 5320 $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 ax invoice for the annual charge.
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Therapeutic Goods Administration

Option 1 - existing register entries (on the Register on 1 July each year)
|One action [ANNUAL INVOICE] per year)

Brscriplion Sponsnl Spopsor Mo of sSponwnr Spapsor

s

tuhe

{hours)

Nponsary
allecled

laurhy
e

1otal
CuNt

V1.1 March 2015

All existing entries on the Register on 1 fuly incur the applicable } Yes No 0.00 Not Applicable § 0.00 $0.00
full year annual charge(s) «TGA Only
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 annval charge(s). - TGA Only
Sponsor assesses that the actual turnover of the existing entry No Yes 8.00 2,829 Managers 72.80 $582.40
in the previous financial year was not a low value mrnover {Le. (including
> 15 times the annual charge for the-entry), (average 18 accountants)
existing entries per sponsor)
Sponsor pays the annual charge(s) for any non-LVT entry/entries. No Yes 1.00 2,829 Clericaland- 53.20 $53.20
Nao further action is required. Administrative
Workers
Sponsor assesses that the actual turnover of the existingentry | No Yes 8.00 850 Managers 72.80 $582.40
in the previous year was low value. The sponsor extracts the {including
actaal turnover of the entry from (e.g.) their zales/ finance accountants}
system and records it on a “statement of actual rnover’ form
(approved hy the Secretary) and then must have the actual
turnover verifizd by an approved person, )f satisfled, 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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Sponsar  Sponsar
By torlitd
allectend vite cosl

Na ot
Sponsor,

Sponsor  Sponsa
[NEY Liner
{hours)

Uescription

6 Sponsar prepares an LYT application for the existing entry which No Yes 8.00 850 Managers 72.80 $582.40
musthe accompanfed by (a) the starement of the actual tarnover, (including
signed by an approved person, and (b) payment for-the LVT accountants)
application fee ($150 per entry in 12-13, to a maximum fee of
$15,000 for 160 ar more LVT exemptions).

7 The sponsor submits the completed LVT application to the TGA. Tha | No Yes 1.00 850 Clericaland 53.20 $53.20
application must be received before 2 September. There is no Administrative
extension ifthe application is not made in time. Workers

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

8 The TGA Delegate assesses the LVT applicationIfapproved, a Yes No 0.00 Not Applicable | 0.00 $0.00
letter is issued 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 B50 Clericaland | 53.26 | $53.20
entry/entries, No further action Is required. Administrative

Workers
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Therapeutic Goods Adeministration

Option 2 - $0 turnover scheme — transitional entries
{One action {ANNUAL INVOICE] per year)

Step No. Deseriptivn TGA  Sponser Spewor Neof Spoenser  Sprnse
sk [ask tirne SPs ey lwearly tutal voxt
{hoursT  afreued Tiste
i TGA will identify all entries which may be eligible for an Yes No 0.00 36879 NotApplicable { 0,00 $0.60
nitial LVT ExempHon -TGA Only

Entries on the Register 1 July 2014 - Ta qualify for an LVT
exemption, an entry which was listed, registered or included on
the Register on 1 fuly 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 madeon the
hasis 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 ail ellgible (pre-1 July 2014) entries
short-listed for cutomatic LVT exemption when the scheme
commences on 1 fuly 2015.

RIS - Low Value Turnover Exemption Scheme Page 3% 0f52
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Therapautic Goads Administration

Step Na.

Descriptivn

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

»  they will retain any exemption for 2014-15
*  they will be required to pay the annual charge for 2015-16
»  they will be invoiced for the annual charge 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 dme the LVT scheme
terminates, Sponsors will still be required In the nextannual
cycle to declara $0 turnover for 2015-16 in ordey ta retain the
exemption for that financial year.

Desmed entvies will quallfy as eligible for LVT exemption
nntl] (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 (furnover
status) renewal declaration which is due by 22 July In the
next financial year (Le. 22 July 2016}

TGA  Sponsor  Sponsoe Noot Class Sponsor  Spunsur
sk task timc Spuensnrs Lipnrh total vost
{hours)  alected rute

RIS - Low Value Turnover Exemption Scheme
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Therapeutic Goods Administration

Step KXo

Description

Transitional entry is net pre-qualified for exemption: A full
year annual product charge tax Invoice will be issued for the
current financial year at the and of July to spensors who did not
have an exemption for the previous year. The sponsor will be
required to pay the invoice by 15 September.

Yes

Sposor

tisli

No

Spnsor
hime
Lhains)

0,00

Noof
M LITHIRSIRN

altvcted

2,829

Not Applicable
-TGA Only

Spansor
hourly
rate

Spronsor
tata cost

0.00 $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

Nfa

0.00 50.00

The sponsor pays the applicable product charge invoice, No
further action Is requirad until the next full year annual product
charge is incurred.

Ne

Yes

1.00

2,829

Clerical and -
Administrative
Workers

53.20 $53.20

“The sponser of an essential good applies for a walver of the

charge for that financial year on the basis that {a) itisin the
interests of public health for the praduct to rémain on the
Register (b} it would be commercially unviable for the sponsorto
beTequired to pay the for that financial year. The marrers to be
taken intoaccount in assessing the public health interest include
the population that use the relevant goods, the likeithood of the
goods being available through alternative means [Fthe entry was
cancelled at the request of the sponsar, the clinical needs of the
users and the goods and the reasonable availability of
alternatives and any relevant health risks,

Yes

Yes

1.50

85

Managers
(including
accopntants)

72.80 §109.20

RIS - Low Yalue Turnover Exemprion Scheme
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Therapeutic Goods Administration

Step No.

Description

Transgitionil entry is pre-qualified for exemption: The
sponsor will not receive a tax invoice for any entries which are
'$0 turnover”. The LVT exemption will remaln in force unti} the
spansor subsequently notifies the TGA that the entry has
commenced generating turnover or fails to make the sponsors’

annual {turnover status) renewal declaration by 22 July in the

next financial year,

No

Spenso
tusk

Yes

Sponsor
total cost

No of Spoisor
Ny hourly
atfected rate

Spunsor
tirkes
{howrs]

1.00 850 Clerical and 53.20 $53.20

Administrative
Workers

Sponsor annual {turnover status) renewal declaration - ali
sponsors who were sxempt from paying a charge for an entiy in
the previous financial year will be required to declare that the
entry had 30 turnover in that year within 21 days from
commencement of sach subsequent financlal year to ensure it
retains its annual charge exemption for that previous year. fthe
sponsordoes not make such a declaration, they will be involced
for the charges for the previous inancialyear and also for the

1 currentyear, Both amounts are payable by 15 September.

No

Yes

4,00 BS50 Managers 7280 529120

{including
accountants)

-1 Audit and monitoring program of ‘$0.turnover” entries (The

program will seek to review 20% of sponsor claims annually (for
100% coverage of claims every five years), The desk top audit
and monitoring will be used to {dentify and short-lst sponsors
for audit ta verify the turaover status of $0 turnover, The TGA
will exercise powers in the Regulations to require the sponsorto
provide information about a sponsors’ furnover for the purposes
of the administration of the LVT scheme.

Yes

Neo

0.00 200 NotApplicable | 6,00 $0.00

-TGA CGnly

RIS - Low Value Turnover Exemption Scheme
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Therapeutic Goods Adsmunistration

Step Non Description TGA  Sponser Sponsor Nool Sponsnr  Sponsor

task  Lask b ; s hourly tolal cost
thourst  altecte Fale

Where a spensor notification of turnover Is received during a
financial year {f.e.atany other ime than a compulsory annual
(turnover status} renewal declaration by 22 July in the next
financial year}, an Involce for the applicable full yearannual
charge will be issued in the next monthly invoice run,

if a compulsory annual {turnover statis) renewal declaration of $0.
turnover Is not lodged with the TGA by 22 fuly In the rext financial
year, It will 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 invelcing Non-LVT entries™ Entries which are non-LVT
on the next 1 July incur the fuli year annual charge. Annual
invoices are Issted in July for payment by 15 September (and
again each year thereaftar until the entry-is cancelled from the

Register).
12 Sponsor pays the applicable annnal product chargeinvelce. | No | Yes 1.00 850 Clerical 53.20 $53.20
No further action is required until the next fisll year annual and
product charge is incurred. Administr
ative
Workers
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Therapeutic Goods Administration

Option 2 - $0 turnover scheme — new entries
{Up to four actions [MONTHLY lNVﬂICE[S]] per year)

Step Duscription Sponsar Spansoer No ol
e tusk tithie Nponsury

{hours} AMleuted

Spatsnr
SIRTIRIN

Fale

Sponsor
total tost

A new therapeutic product is Listed, registered or included on Yes No 0.00 1,560 Not Appiicabie ] 0.00 $0.00
the Register. An ARTG number is assigned to the product -TGA Only
A new entty on the Register {on or after 1 July 2015) will be Yes Neo 0.00 G Not Applicable | 0.00 50.00
classified as LVT until the sponsor 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-LYT entry, the full year annual ‘No Yes 1o0 1,225 Managers 72.80 $72.80
charge is incurred {per ARTG No.} effective from the financial year (including
when turnover was generated accountants)
TGA Financial Services issuesz taxinveice to the sponsor for the Yes No 0.00 Not Applicable } 0.00 $0.00
applicable annual charge - TGA Only
Sponsor pays the annual charge for the entry. No further action is No Yes 1.00 1,225 Clerical and 53.20 $53.20
required. Administrative
Workers
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Therapsutic Goods Administrarion

Deseription Sponsor Sponsor Noof Sponsor  Sponsor
Lask tie SPOsors nurly tnta; cost
{hoursj atterted vl
Sponsor assesses that the turnover of a new entry Is $0 No  'fYes 1.00 335 Managers 72.80 §72.80
turnover. [average 7 new entries per sponsor) (including
No action ls required by the sponsor of the new entry until {a) the accountants)

entry commences generating turnover or (b) the nextannual
{turnover status) renewal declaration of 30 tumover is required (by
22 July in the next financial year).

The LVT exemption will remain in force for an entry unti] the
sponsor subsequently notifies the TGA that the entry has (ncurred
turnover (subject to the sponsors’ annuai declaration {detailed
below] within 21 days of commencement of the next financlal year
thatan entry did notgenerate any turnover in the previous year and
| therefore continues to be eligible for an LVT exemption).

Sponsor providas an annual {turnover status) renewal No Yes 1.00 33s Mantagers 72.80 $72.80
declaration - in order to maintain an LVT exeraption for an entry, {including
the sponsor will be required to complete an online declaration that -accountants)

the entry did not generaté turnoverin the previous financiel year by
22 july, 1f such a declaration is made, no further action isrequired
until the next annual update Is required {the next financial year) or
the TGA is notified of tumever {whichever comes first],

Sponsor does not provide an annual {tarnover status) renewal | No No 0.00 . NotApplicatle | 0.00 $0.00
declaration - If'a spensor fails to provide a $0 turnover declaration ’ - TGA Only
by 22 July in the next financial year, the annual charge exemption
will ceage and the applicable annual product charge will be payable
in relation to the previous financial year, (For example, an update
required by 22 July 2016 relates to FY2015-16 - failure to provide an
update will Incur the 2015-16 annual charge, and by default will also
incur the 2016-17 anntal charge {as 16/17 commences on 1 July
2016). Both amounts would be payable by 15 September.

RIS - Low Value Turnover Exemption Scheme Page 46 of 52
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Therapeutic Goods Administration

V1.1 March 2015

Description Sponsor Sponasog ol Sponsur Sponsor
task tune Spueisors herea sy total eost
fhours) aftecied vk
TGA Financial Services {ssues a tax invoice to the spansor for the Yes No 0.00 - Not Applicable { 0.00 50.00
applicable annual charges. -TGA Only
Sponsor pays the annual charge{s) for any non-LVT entries.No | No Yes 1.00 335 Clericaland 5320 $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 1.0¢ 335 Clerical and 53.20 $53.20
urnover - Sponsors will have the option of notifying the TGA when Administrative
an entry [subject to an LYT exemption] generates any tirnover. Workers
Upon recelving the notification, the anrual charge exemption will
cease and the full year charge will hecome 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 annunal charge(s) for any non-LVT entries. No | No Yes 1.00 335 Clericaland 53.20 $53.20
further action is required until the next full year annual prodyct Administrative
charge is incurred. Workers
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Descrsption IGA Spunsor  Sponsmi Na ot Clisy Sporsor  Sponsor
task task tiepe Spronscts houiiy totid cast

{houry) affected rate

ANNUAL CHARGES INVOICING SCHEDULE
Monthly invoices - §0 turnover entries geperating hurnover
during & financial year

Tax invoices wili be issued (monthly) after a sponsors voluntary
notflcation {during the current financial year} that a $0 urnover
entry has commenced generating turnover in that financial.year.

Example (Monthly Invelces): A $0 turnover entry commences
genevating turnover on 1 Gctober, The sponsor notifies the TGA by
22 October that the entry Is now generating wrnover

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

Where a sponsor notification of turnover is received by the TGA
during a financial year, an invoice for the applicable full year annual
charge will be issued in the next monthly invoice run (i.e. as per the
example above, if turtiover is recarded for a $0 turnover entry on 1
October, the sponsor may declare the Iurnover by 22 Octolber for
invoicing on 7 November for payment by 7 Becember)

If a compulsory annual [turnover status} renewal declaration of $0
turnover is not completed by 22 July in the next financial year, it will
be nssumed the entry was non-LVT in the previous financialyedr 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.

RIS - Lgw Value Turnover Exemption Scheme ' Page 4Bof52
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Step  Descrption 1Ga Sprensar  Sponsor N {1 Sponsar Spadiser

Lisk fask tnne Spransars how Iy tulad enst
fhoursyj alttected 1ty

No.

Anpual invoicing ‘Non-exempt entries”

Entries whichare nen-LVT on the next 1 fuly incur the full yeat
annual charge, Anntial invoices.are issued in July for payment within
30 days (@nd again each year thereafter unti the entry is cancelled
feom the Register).

RIS - Low Value Turnover Exemption Scheme ' 2
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Therapeutic Goods Administration

Option 3 - cease the scheme
{Up to 13 actions [JANNUAL INVOICE + MNTHLY INVOICES] per year)

V1.1 March 2015

Description Sponsor  Sponser Noof Sponsnr Sponsor
tusi time RTINS haurly tutal cost
fhours}  aflecied rale
Existing Register entyy {at 1 July]: If the entry isan existing entry | Yes | No 0.00 NotApplicable | 0,00 $0.00
on the Register at 1 July, the full year annual charge is incurred. - TGA Only
TGA Financial Services issnes 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 i -TGA Only
within 30 days.
The sponsor pays the applicable annual charge. No further action is No Yes 1.00 3,679 Clerical and 5320 $53.20
required until the next full year annual charge is incurred on the [next} Administrative
1 uly. - Workers
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
enay.
TGA Financial Services issnes 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 invoices are Issued to sponsors’ on a monthly basis.
The sponsor pays the applicable annual charge. No further action Is No Yes 100 1,560 Clericaland 53.20 $53.20
required unti) 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
common understanding of the key issues and proposed options.

Australian Register of Therapeutic Goods {the Reglster): The Ragister is the publicly
accessible reference database of the therapeutic goods available in Australia. The Reglster is
available online https: //wwwebs.tea govay. It provides information on therapeutic goods that
can be supplied in Australia and includes the product and sponsor name and other basic
information about the goods. It is not intended to provide guidance, advice or recommendations
on those goods. Itis an offence under the Therapeutic Goods Act for a person to import and
supply or manufacture and supply therapeutic goods in Australia unless they are entered in the
Register (n the name of that person {or the goods are otherwise exempt or approved by the
TGA).

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

RIS - Low value turnover exempton scheme Page b1 of 52
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Department of Health
Therapewic Goods Administration

Mr Jason McNamara

Executlve Director

Office of Best Practice Regulation

Department of the Prime Minister and Cabinet
1 National Circuit

BARTON ACT 2600

Email: helpdesk@obpr.govav
Dear Mr McNamara

Regulaton Impact Statement -final assessment second pass

I am writing in relation to the attached Regulation Impact Statement (RIS) prepared for
the Low Valie Tumover {LVT) Exemption Scheme, The reguliatory burden to business,
community organisations and/or individuals has been quaniified and offsets have been
identificd and quantified using the Regulatory Burden Measurement framework, These
have been agreed with your office.

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

s The RIS statcs the reasons that consultation options 2 and 4 werz not considered
to be feasible options for achicving the Government’s objectives and how these
conclusions were made.

+«  The RIS éxplicilly discusses the impact of cach RIS option on small businesses,

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

Accordingfy, [ am satisfied that the RIS now meets best practice consistent willy the
Australian Guyvermnent Guide to Reguiation.

I submit the RIS to the Office of Best Practice Regulation for formal final assessment.

Yours sincerely

dj Professor John Skerritt
National Manager, Therapeutic Goods Administration
Deputy Secretary, Department of Health

/3 March 2015
PO Box 100 Woden ACT 2608 ABN 40239 406 804 ' Health Safety
Phona: 02 6232 8444 Fax 02 6203 1805 Email wnlo@iga.gov 3y fegulation



Department of the Prime Minister and Cabinet
Office of Best Practice Regulation

Reference: 17309
Telephoos: 5271 6270
e-omil; helpdesic-opbri@pme.gov.au

Adj Prof John Skexritt -

Nutional Manager, Therapeutic Goods Administration
Deputy Secretary

Department of Health

Dear Professor Skerrit

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

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

~practlcc rcgulatmn requ.lremcnm -

: * The proposal: seeks 1o mz‘kc ammdmcnts to the LVT Excmptwn Scheme in order to better
. align the ,schmne. with the Government’s Cost Recovery Cuidelines, and to reduce the
2 administrative aomple:mtx’of the scheme. The most significant change'to the scheme is that
.exemptlon.s froin paying'| ‘the annual regulatory charge will only be granted for Register
entries which are yet to commence turnover, compared with the current situation which
allows exemptions for chxstcr entries with tumovers less than 1.5 times the value of the
annual charge.

The changes are estimated to result in a reduction in administrative costs of approximately
$3 million per annurh, and reduce the cross subsidy between those register entries that
qualify for the exemption and those that do nwot.

The Office of Best Practice Regulation (OBPR) assesses RISs for consistency and adequacy
— consistency relates to following the preseribed process and adequacy relates to the quality
of the analysis,

1 nofe 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 agreed with the OBPR.

1 National Clrcult, Barton ACT 2600 « Telephona 02 6271 6270 » Intamst www.cbpr.gov.au



Anstralian Govemmsnt

Department of the Prime Minister and Cabinet
Office of Best Practice Regulation

Reference: 17309
Telephooe: 6271 6270
o-mall; halpdesk-opbr@pens. gov.au

Adj Prof John Skerritt -

National Manager, Therapentic Goods Administration
Deputy Secretary

Department of Health

Dear Professor Sketritt

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

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

-pra.ctwe mguiahon reqmmncnm -

. * The proposal: mks to makc amendments to the LVT Exemptlon Scheme in order to better

. ahgn the _schmtnc with, tb,e Government’s Cost Recovery Guidelines, and to reduce the
¢ administrative Qomplc)utzof the scheme. The most significant change'to the scheme is that
.exemptions from paying’ thn annual regulatory charge will only be granted for Register
entries which are yet to commence turnover, compared with the current situstion which
allows exemptions for Reglstcr entries with tumovers less than 1.5 times the value of the
annuaj charge.

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

The Office of Best Practice Regulation (OBPR) assesses RISs for consistency and adequacy
— consistency relates to Tollowing 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) fo the OBPR. for final assessment before the
decision-maker considers the RIS,

I also note that the RIS is adequate as it does not contain obvious errors and has a degree of
detail and depth of analysis that is commensurate with the magnitude of the problem and the
size of the potential impact of the proposal. In addition, the regulatory cost estimates have
been agreed with the OBPR.
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Accordingly, I am satisfied that the RIS meets best practice consistent with the Australian
Govermment 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 instnzments). Please ensure that your officers provide the OBPR with a copy of
{or link to) the explanatory memorandum or explanatory statement when these are made
public.

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

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

Please retain this letter as a record of the QOBER’s advice. Our reference number for this
issue is 1'7309. 1f you have any further queries, pleas# do not hesitate to contact me.

Yours sincerely

T

Tony Simovski
Afg Deputy Executive Director
26 March 2015





